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Decision #: 475004

DATA PACKAGE BEAN SHEET DP #: (409349)

Pate: 21-Feb-2013 PRIA
Page tof 2 Parent DP #:

Submission #: 830715

E-Sub i#:

** * Registration Information * * *

Registration: 65331-8 - TRADENAME FOR DOGS

Company: 85331 -MERIAL LIMITED

Risk Manager: RM 10 - Richard Gebken - (703) 305-6701 Room# PY1 S-7237

Risk Manager Reviewer: Richard Gebken RGEBKEN

Sert Date: PRIA Due Date: t6-May-20t3 Edited Due Date:

Type of Registration: Product Registration - Section 3

Action Desc: (R340) AMENDMENT;NON-FAST TRACK;REVIEW WITHIN RD, E.G. PRECAUTIONARY LAE

Ingredients: t08701, Permethrin{44.88%)

129121, Fipronl@.0L%) ...

*** Data Package Information * * *

Expedite: () Yes @ Ne Date Sent: 2t-Feb-2013 Due Back:

DOP Ingredient: t0970t, Parmethrin
129121, Fipronil

DP Title: Acute Toxicitydata 0 >{

CSF Included: @ Yes () No Labe! Included: @ Yes { ) No Parsmt DP #

Assigned To Dateln Date Out

\5’\[\ . e Scienca Due Date:

Reviewer Name: I oo ... ~ SubData Package Due Date:

Organization: R_ws o . Last Possible Science Due Date: 16-Apr2013"

Team Name:

Contractor Name:

*** Studies Sent for Review ***

Printed on Page 2

*** Additional Data Package for this Decision * * *

Can be printed on its own page

*** Data Package Instructions * * *
The registrart has been challenged with a petition 1o deny from the me-teo registrant (Virbac) tor citing exclusive use data. Merial is providing
information to remedy the data defficiencies intheir current application since Virbac would not provide permission to utilize their data.
Please review this package 1o determine if their Acute Toxicity data is valid for use.

Thanks

Py

Richard Gebken ‘i\kag}_a 6’ o
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Fage 2
DP#: (409349) ** * Studies Sent for Review * ** Decision#: (475004)

49027300 Merial Limited (2013) Submission of Efficacy, Pass (25-Jan-2013)
Safety and Toxicity Data in Support of the
Registration of Certishield for Dogs.
Transmittal of § Studies.
489027302 Vasquez, R. (2012) ML-3, 141,301: Acute Cral 870.1t100/Acute Oral Toxicity Pass (25-Jan-2013)
Toxicity Study in the Rat: Fina!l Rat. Project
Number: C408RM52/005, PR/D/0254801.
Unpublished study prepared by Calvert
Praclinical Services, Inc. 55p.
49027303 Vasquez, R. (2012) ML-3, 141,301 Primary  870.2500/Acute dermal Pass (25-Jan-2013)
Dermal lrritation Study in Rabbits: Final irritation
Report. Project Number: 0420LM52/005,
PR/DI02550/0255001. Unpublished study
prepared by Calvert Preclinical Services, Inc.
&4p.
48027304 Vasquez, R. (2012) ML-3, 141,301 Primary  870.2400/Acute eye iritation  Pass (25-Jan-2013)
Eye Irritation Study in Rabbits: Final Report.
Project Number; 04211.M52/004,
PR/DI0255 /0255101, Unpublished study
prepared by Calvert Preclinical Services, Inc.
67p.
49027305 Vasquez, R. (2012) ML-3, 141,301: Acute 870.1200/Acute dermal toxicity Pass (25-Jan-2013)
Dermal Toxicity Study in Rats: Fina! Report.
Project Number; 0422RMS24/005,
PR/DI02549/0254301. Unpublished study
prepared by Calvert Preclinical Services, inc.
58p.
49027306 Vasquez, R. (2012} Delayed Contact 870.2800/5kin sensitization  Pass (25-Jan-2013)
Hypersensitivity in Hartley Guinea Pigs
{Buehler Method) with ML-3, t41,301: Final
Report. Project Number: 0424GM52/003,
PRIDIOZ2T724/0272401. Unpublished study
prepared by Calvert Preclinical Services, Inc.
62p.



U.S. ENVIRONMENTAL PROTECTION AGENCY | EPA Reg. Date of issuance:

Oftice of Pesticide Programs Number: 05/11/2012
Registration Division {7505C; | 65331-8

1266 Pennsylvania Avenue NW
Washingion, D.C. 20480

Term of issuance:

Conditional

NOTICE OF PESTICIDE:
x_ Registration

Reregistration Tradename for Dogs
{under FIFRA, as amended)

Name of Pesticide Product:

Nama and Address of Registrant {include ZIP Code):

Meiial Lid.,
3239 Satellite Blvd.
Daluth, GA 30096

Nole: Changes in labeling differing in substance from that accepted in connection with this registration must be submitted o and
acce:ted by the Registration Division prior to use of the tabel in scommerce. In any correspondence on this product always refer to the
aboviz EPA registration number.

On the basis of information furnished by the registrant, the above named pesticide is hereby registered under the Federal insecticide,
Fungicide and Rodenticide Act.

Regisdration is in no way o be construed as an endorsement or recommendation of this product by the Agency. In order to protect health -
and ihe environment, the Administrator, on his motion, may at any ime suspend or cancel the registration of a pesticide in accordance
with ©1e Acl. The acceptance of any name in connection with the registration of a product under this Act is not to be construed as giving
the registrant a rght to exclusive use of the name orto its use if it has been covered by others.

This product is registered in accordance with FIFRA sec 3(c)(7)(A), contingent on the following:

1. Make the following labeling changes before releasing the product for shipment:
a. Revise the EPA Registration Mumber to read: “EPA Registration No. 65331-8".

Signature of Approving Official: Date:
Sen page 4 ' May 11, 2012
Richard Gebken,

Product Manager (RM 10)
Insecticide Branch
Registration Division (MC 7505P)

EPA Foim 8570-6
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b. Delete the marketing claim “Available [through Veterinarians] [from a licensed veterinary
professional] [from a licensed veterinarian]”

State the “full net contents for multiple packages”.

Remove/delete the claim “Kills flea eggs and larvae” throughout label.

Change “mites” to “Sarcoptic mange mites”

State the lower weight limit on blister pack, etc.

Delete the statement “The killing of fleas and ticks is important in the prevention of disease
transmission by these parasites”

Under the subtitle “Alternate marketing text for carton or insert” (pgs 13 — 18), see mark-up
corrections on the label and revise accordingly.

@ e oA

=3

This registration is time-limited and expires two years from the date this product is first released for
shipment.

You must provide the Agency with a projected “release for shipment date”, in writing within 30 days
of the date of this Notice of Registration (NOR). The Agency will calculate the expiration date based
on the projected “release for shipment date” until an actual release for shipment date is provided in
writing.

Only one basic confidential statement of formula (CSF) will be on file for this product at any time (i.e.,
no alternate formulations or minor formulation amendments will be submitted and/or approved for this
product, except to allow for alternate sources of any individual inert ingredient).

Submit the following data within the timeframe described below:
Within sixteen (16) months of the date on this NOR - Guideline Studies OPPTS 830.6320
{Corrosion Characteristics) and OPPTS 830.6317 (Storage Stability).

Within twelve (12) months of the date on this NOR - Guideline Study OPPTS 8§30.1650
(Description of the formulation process).

You must submit quarterly enhanced incident reports and quarterly sales information in doses sold for
this product for the quarter that begins on July 1, 2012, '

The quarterly reports are due two months after the end of each quarter. Please flag any Confidential
Business Information CBY) as such. Enhanced incident reporting should be submitted fo the Product
Manager. Quarterly sales information should be submitted to the Registration Division, Immediate
Office (attn: Kimberly Nesci).

The following is a list of information that must be included in the quarterly reports for each incident:
EPA Registration Number
Product name (brand name)
Lot#
Where purchased: internet, store, Veterinarian
Active Ingredient(s)
Weight range for product
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Date ont which incident occurred. (mm/dd/yyyy)
State in which the incident occurred. (standard 2 letter abbreviation)
Registrant case #

Species: dog, cat, other (specify)
Breed: (as reported by pet owner)
Age: months or years

Sex: M, F, or neutered

Weight: pounds

Primary Route of Exposure: dermal, oral, other animal, inhalation, other

Body System: neuroclogical, dermatological, GI, respiratory, ocular, other Major signs noted
with separate column for each sign, using standard terminology

Time to Onset: (hours, days)

Treated by veterinarian: yes or no

First time product used: yes or no

Misuse: use on incorrect species, overdose, too frequent dosing, other (describe)

Any known precondition

EPA Severity Code: death, major, moderate, minor

QOutcome: died, recovered, still treated, unknown

6. Along with the enhanced incident reporting, you must submit an analysis of all incidents seen, to
include the following details: -

Ug

e

All minor dermal and ocular irritation reports.

Summary table for dogs showing number of incidents of each severity code for each route of
exposure. Each incident should only be reported once. If one incident has several routes of
exposure, the order should be ccular > oral > dermal. In other words, an incident with both
oral and dermal exposure would be reported as oral exposure, and an incident with both ocular
and oral exposure would be reported as ocular exposure.

A similar summary table for cats (misuse or secondary exposure) showing number of incidents
of each severity code for each route of exposure.

Summary table for dogs and table for cats showing number of incidents that are believed due to
secondary exposure (¢.g., multi-pet households).

A summary table for dogs showing number of incidents for each severity code for these age
ranges: <3 months, 3-6 months, 6-9 months, 9-12 months, 1 yr, 2 yr, 3 yr, 4 yr, 5 yr, 6 yr, 7 1,
8 yr, 9yr, 10 yr, 11 yr, 12 yr, 13 yr, 14 yr, 15 yr, >15 yr.

A summary table showing the number of dog incidents for each severity code for each pet
weight range on the product label.

A summary tabie for dog weiglht showing number of incidents for each product weight range.
This table should show number of incidents in dogs weighing less than that product weight
range, number of incidents in dogs in lower half of weight range, number of incidents in dogs
in upper half of weight range, and dogs weighing more than the product weight range.

Table showing number of incidents for each dog breed.

Table showing number of incidents in dogs for each clinical sign.

Table showing number of incidents in dogs for each organ system.

Report aggregate incidents, but do not combine moderate and minor incidents.
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7. You must submit and/or cite all data required for registration of your product under FIFRA Section
3(c)(5) when the Agency requires all registrants of similar products to submit such data, and submit
acceptable responses required for re-registration (registration review) of your product under FIFRA
section 4.

This NOR was issued with the understanding that you will ensure that the labeling for this product (a) is
consistent with that of the cited me-too product {(Effitix Tropical Solution for Dogs; EPA Reg. Nos. 2382-
187}, and (b) conforms to the mitigation measures stated in the Agency’s letter (“Implementation of Label
Changes to Pet Spot-on Products”) to you, dated 09/30/2011. Also, if EPA determines that future mitigation
measures are necessary for all pet spot-on products, the Agency will inform all registrants concemed. If
mitization measures are necessary, EPA may take regulatory action.

Copy of the finished labeling must be submitted prior to releasing the product for shipment. If you
fail to comply with the above stated conditions, the registration will be subject to cancellation in
accordance with FIFRA sec. 6(e) and/or automatically expire. Your release for shipment of the
product constitutes your acceptance of these conditions.

A copy of your label stamped “Accepted with Comments” is enclosed for your records. If you have
any <uestions conceming this action, please contact me or Dr. B. A. Akinlosotu via (703) 605-0653
or al;inlosotu.bonaventure @epa.gov.

Sinc;:rely,

WA L OBl
Richard Gebken,
Product Manager (RM 10

Inser:ticide Branch :
Registration Division (MC 7505P)

Enclosures
Stampad Eabel



/Q/ [From the makers of FRONTLINE®]

Reason to issue: Product Registration Date: 05/09/12
Supercedes; 10/06/11

12y BSEEl Lalye

Includes label text for four different applicator sizes corresponding to four dog weight
ranges, and including a ix, 3x and &x applicator presentation. Bue to space limitations
the layout of the ix hanging card may differ from the 33 and 6X cartons (NOTE: The 1x
hanging card will not ufilize a carton or compliance cards, so all required information
will be located on the Insert, blister pack or pipette for the Ix presentation). Optional
text appears in brackets,

(For alternate marketing text to use on carten, insert, or 1X hanging card see pages 13-18)

{CARTON FRONT PANEL)

[1]{3]]6]
moenthly
dose(s)

TRADENAME™ for dogs

aetant

a Picture of
| represeniative
[ size dog

{Fast-Acting, long-lasting control of fleas, ticks, lice, biting flies and mosquitoes for use on (Dogs
% Puppies ONLY 12 weeks or older and up to 22.9 [bs)

fDogs ONLY 23 - 44.9 ibs)

{Dogs ONLY 45 -~ 88.9 |bs)

i Dogs ONLY 89 - 132 ibs)

KEEP OUT OF REACH OF CHILDREN

CAUTION
For First Aid and other precautionary statements, refer to product package insert.
ACCEPTED

ACTIVE INGREDIENTS with COMMENTS
FIDIONIT e carvv oo eoeamveee e sse s ees e s 6.01% In E%H!chﬂﬁmd
Permethrin®.......ooeeeeeceesve e ceraeins eersvanenes 44.88% Under the Federi 1
OTHER INGREDIENTS........ccocociverer iieereines A49.11% U e, and Rodenticide mg’
TOTAL oot ettt e s £ aseresrens .100.0%

*cig-trans ratio: max. 55% (+/-) cis and min. 45% (+/-) trans

Contains 1, 3 or 6-[(D.034 fl. oz, (1.0 ml), 0.068 f. oz, (2.0 ml), 0.135 fl. 0z. (4.0 ml), 0.203 f.

az. (6.0 mb)] app[lcatorsf‘f Neecl %NA M contrats g‘ff W?&L F‘&%@ .

Do Not Use on
Cats
Pictogram

Page 1 of 18



Heason to Issue: Product Registration Date: 05/09/12
Supercedes: 10/06/11

(CARTON BACK PANEL)

READ THE ENTIRE LABEL BEFORE EACH USE
For the treatment and prevention of Fleas, Ticks, Mosquitoes, Biting Flies, and Lice on
Bogs

[Repels and kills (fleas) (and) ticks, including Deer ticks (that may transmit Lyme disease},
American dog ticks (that may transmit Rocky Mountain spotted fever), Brown dog ticks (that
rnay transmit Ehrlichiosis}, and Lone Star ticks (that may transmit hepatozoonosis)].

[Kills ticks which may transmit Lyme disease, Canine Ehrlichiosis, Anaplasmosis, Rocky Mountain
spotted fever, Hepatozoonasis, Babesiosis, or cause tick paralysis].

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS and DOMESTIC ANIMALS

HAZARDS TO HUMANS

ttarmful if swallowed, Causes eye irritation. Avoid contact with skin, eyes, or clothing. Wash
hands thoroughly with soap and water after handling and before eating, drinking, chewing gum,
using tobacco, or using the toilet.

HAZARDS TO DOMESTIC ANIMALS
For external use on dogs ONLY,

B0 NOT USE ON CATS PICTOGRAM

DO NOT USE ON CATS - IF INGESTED BY A CAT THAT HAS ACTIVELY GROOMED A
RECENTLY TREATED DOG, THIS PRODUCT MAY HAVE SERIOUS HARMFUL EFFECTS. IF THIS
OCCURS, CONTACT YOUR VETERINARIAN IMMEDIATELY,

Do not use on dogs under 12 weeks of age. Individual sensitivities, while rare, may occur after
using ANY pesticide product, Dogs may experience some temporary irritation at the site of
product application. If signs of sensitivity occur and persist, bathe your pet with mild soap or
shampoo and rinse with large amounts of water, If signs of sensitivity occur and persist, contact
a veterinarian immediately. If your dog has an unusual reaction to the initial application, consult
a veterinarian before repeating application. Certain medications can interact with pesticides.
Consult a veterinarian before using on medlicated, debilitated, aged, pregnant or nursing dogs, or
animals known to be sensitive te pesticide products. Call 1-800-660-1842 for 24-hour
assistance.

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in any manner inconsistent with its labeling. Do
not allow children to apply product. TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE
LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS AND PRECAUTIONARY
STATEMENTS CAREFULLY. FOR EXTERNAL USE ON DOGS ONLY. DO NOT USE ON CATS OR
RABBITS. DO NOT USE ON OTHER ANIMALS. BO NOT USE ON CATS,

FOR EXTERNAL USE ON DOGS ONLY. Do not use on dogs under 12 weeks of age. Do not split
applicators between dogs, Do not use multiple applicators on one dog. Weigh your dog to be
sure you are applying the right dose formulated for the weight of your dog. Qverdosing your dog
can result in serious illness. Do not hathe your dog within the first 24 hours after the product has

lieen applied.

Page 2 of 1B



Reason to Issue: Product Registration Date: 05/09/12
Supercedes: 10/06/11

(CARTON BACK PANEL)(Cont'd)

if your dog is exhibiting signs of and/or is being treated for skin problems, talk to your
veterinarian before applying any topical flea and tick control product.

For use in DOGS (12 weeks ¢ld or older). To repel and kill fleas, ticks, and mosqultoes; to kill
| ce and to aid in control of mites; to repel and prevent blood feeding by biting flies. Apply
rmonthly according to the fellowing directions:

pen the chiid-resistant packaging according to the instructions found on the inside front panel
of the carton. Hold applicator upright away from face and body, snap applicator tip to open. For
small dogs (12 weeks or older} and welghing up to 22.9 Ibs.: Part the dog's halr above the
shoulder blades, at the base of the neck. Place the applicator tip just above the skin and
squeeze. Apply entire contents of the applicator in a single spot directly vnto the dog’s skin. Do
rtot apply on top of the haircoat. For medium dogs 23-44.9 Ibs, or large dogs 44-88.9 [bs.: Apply
the product evenly to three spots on the dog’s back, starting between the shoulder blades and
continuing on to the second and third spots as shown in diagram 3b, squeezing the applicator
untii empty. For extra-farge dogs 89-132 Ibs.: Apply the product evenly to four spots on the
tfog's back, starting between the shoulder blades and continuing on to the second, third and
fourth spots as shown in diagram 3c, squeezing the applicator until empty. Avoid contact with
treated area untif dry.

Freguency of Application

Fleas, ticks, (biting and chewing) lice infestations can be controlled with monthly applications of
TRADENAME™ for Dogs. Biting flies and mosquitoes are (alse) repelled by TRADEMNAME™ for
Dogs.

TRADENAME™ for Dogs can start killing adult fleas within 6 hours and l[asts for (up to) a month.
Apply menthly if your dog has fleas that may cause flea allergy dermatitls (FAD), or if re-
Infestation is likely.

TRADEMAME™ for Dogs can kill ticks for (up te) a month. Apply monthly where tick control is
consistently needed.

TRADENAME™ for Dogs can kill biting and chewing lice for (up to) a month. Apply monthly
where lice control is consistently needed.

TRADENAME™ for Dogs aids in (tha) control of (sarceptic mange)/(mite infestations that may
cause sarcoptic mange).

When applled monthly, TRADENAME™ for Dogs (prevents blood feeding by) (and) (repels)
lsiting flies and mosquitoes for up to 4 weeks (a {one] month). Kills mosquitoes for up to four
vieeks (a [one] month).

Wait at least 30 days before re-application of TRADENAME™ for Dogs. Avoid contact with
treated area until dry. TRADENAME™ remains effective even after bathing, water immersion, or
exposure to sunlight.

Merial Limited Satlsfaction

3239 satellite Blvd. Guaranteed

uluth, GA 30096-4640, USA MADE IMN FRANCE Graphlc

EPA Red. No. 653311 Please call our experts at

EPA Est. No. 65331-FR-2 1-8B00-660-1842 if you have any

questions or comments about flea,
tick, mosquito, bithng fly and lice
control or TRADENAME™.

Page 3 of 18
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feason to Issue: Product Registration

Date: 05/09/12

Supercedes: 106/06/11

(CARTON INSIDE FRONT PANEL)(Cont'd)

[Instructions for the 3x/6x blister pack):

How to Apply TRADENAME™ for dogs

Pictogram
indicating how to
remove applicator

Pictogram
indicating how o
open applicator

Plctogram
indicating where to
apply on the dog

fluestions or Comments?
Caill: 1-800-6606-1842,
ronday-Friday, Bam-8pm EST

Step 1. To Remove Applicator:
Lift and remove the plastic tab to
expose foil backing; then peel
away the foil. Qr use scissors to
open.

Step 2. Open Applicator

Hold upright with foil_side toward
you and snap applicator tip.

Step 3. Apply Tradename™ for
dogs

a) For small dogs (12 weeks or
older) and welghing up to 22.9
Ibs.: Part the dog’s hair above the
shoulder blades, at the base of
the neck. Place the applicator tip
just above the skin and squeeze,
Apply entire contents of the
applicator in a single spot directly
onto the dog's skin. Do not apply
on top of the haircoat; b) For
medium dogs 23-44.9 |bs. or
large dogs 44-88.9 |bs.: Apply the
product evenly to three spots on
the dog’s back, starting between
the shoulder blades and
contlnuing on to the second and
third spots as shown in diagram
3b, squeezing the applicator until
empty; ¢) For extra-large dogs
89-132 Ibs.: Apply the product
evenly to four spots on the dog's
back, starting between the
shoulder blades and continuing on
to the second, third and fourth
spots as shown in diagram 3¢,
squeezing the applicator until
empty, Aveid contact with treated
area until dry.

Page 4 of 18

11



Feason to Issue: Product Registration Date; 05/09/12
Supercedes: 10/06/11

(INSIDE CARTON FLAPS)

TRADENAME™ for dogs
(Rapidly/Quick/Quickly/Fast Acting)(Starts rapidly killing fleas in (as little as} 6 hours), and kills
ticks for (up to} a month,

TRADENAME™ for dogs provides efficacy against fieas and ticks with a rapid (guick) onset of
activity (in) (as little as) (6 hour), [The active ingredients in TRADENAME™ provide for fast
acting (and long-lasting) control of fleas, ticks, chewing lice and mosquitoes (for at |east 30
days) on dogs.)

[PECTOGRAMS (icon with slash through)]
Adult Flea

Adult Tick

Tick nymph

Tick larvae

{hewing Lice

Mosquitoes

Eiting Flies

Mites

FTRADENAME™ is a trademark of Merial.
©2012 Merial Limited, Duluth, GA.
All rights reserved.

Page 5 of 18
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Feason to Issue: Product Registration Date: 05/09/12
Supercedes: 10/06/11

(PACKAGE INSERT FRONT)

TRADENAME™ for dogs

For use ONLY on dogs & puppies 12 weeks or older

{onvenient, fast-acting, long-lasting spot-on treatment for treatment and control of fieas, ticks,
rnosguitoes, biting fiies ancd chewing lice

ACTIVE INGREDIENTS

FIPPONT. ettt ie et et vvsrrcsnersiens 6.01%
PRrmMELNIIN T, vt e 44.88%
OTHER INGREDIENTS. .....ccoccevenns ..49,11%
TOTAL... 100 0%

*¢is/trans ratio max 55% {i) c:s and min 45% {:l:} trans

KEEP OUT OF REACH OF CHILDREN
CAUTION

See below for First Aid and Precautionary Statements.

TRADENAME™ for dogs
Starts rapidly killing fleas in {as little as) & hours, and all stages of ticks for an entire month,
including Deer ticks, Brown Dog ticks, American Dog ticks, and Lone Star ticks
» Kills ticks which may transmit Lyme Disease, canine Ehrlichiosis, Anaplasmosis,
Rochy Mountain Spotited Fever, Hepatozoonosis, Babesiosis, or cause tick
paralysis
« Kifls and repels fleas, ticks, biting flies, chewing lice, and mosquitoes
Effectively {Kills)}{Stops)(Controls) existing infestations and prevents re-infestations of
fleas and ticks
Kills adult fieas, feas-eags-S-flog-te
Kills fieas which may cause ﬂea aIIergy dermatltls
Eliminates infestations with chewing lice
Aids in control of sarcoptic ntange infestations
Can be used on dogs and puppies 12 weeks or older

DO NOT USE ON CATS

Do not use on cats
pictogram

[Can afse be used on breeding, pregnant and {actating bitches]
Fast-acting {in) {as little as) {6 hours)

Long-lfasting for 1 month against fieas and ticks

Waterproof

Convenient to use

4 & ¢ & & & °o o G o

DIRECTIONS FOR USE

It is a violation of Federal faw to use this product in any manner inconsistent with its {abeling. Oo
rot allow children to apply product, To prevent harm to you and your dog, read entire label and
directions before each usa. Follow all directions and precautionary statements carefufly. For
eixternal use on dogs onfy. Do not use on cats or rabbits. Do not use on other animals.

DO NOT USE ON CATS

Page 6 of 18
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Fleason to Issue: Product Registration

Date: 05/09/12

Supercedes: 10/06/11

{PACKA(SE INSERT FRONT}(Cont'd)

FOR EXTERNAL USE ON DOGS ONLY. Do not use in dogs under 12 weeks of age, Do not split
pipettes between dogs. Do not use muitiple pipettes on one dog. Weigh your dog to be sure you
are applying the right dose formulated for the weight of your dog. Overdosing your dog can
rizsuft in serious Hiness. Do not bathe your dog within the first 24 hours after the product has
been applied. If your dog is exhibiting signs of and/or is being treated for skin problems, tatk to
your veterinarian before applying any topical flea and tick control product.

To kill and repel all stages of fleas and ticks, biting flies, mosquiteces and chewing lice apply
topically to the skin of dogs or puppies (12 weaeks or older} as follows:

{instructions for the 1x hanging card/carton):

Mow to Apply TRADENAME™ for dogs

Pickogram indicating how to
remove applicator

Pictogram indicating how to
open applicator

Pictogram indicating where
to apply on the dog

Questions or Comments?
Call: 1-800-660-1842,
Monday-Friday, Bam-8pm EST

Step 1. To Open, use scissors to cut
along dotted line of hanging card, then
pull apart plastic and remove the
applicator.

Step 2. Open Applicator
Hold upright with_foil side toward you
and snap applicator tip.

Step 3. Apply TRADENAME™ for
dogs

a) For small dogs (12 weeks or older}
and weighing up to 22.9 Ibs.: Part the
dog's hair above the shouider blades,
at the base of the neck. Place the
applicator tip just above the skin and
squeeze. Apply entire contents of the
applicator in a single spot directly onto
the dog's skin. Do not apply on top of
the haircoat; b) For medium dogs 23-
44.9 [bs. or large dogs 44-88.9 Ibs.:
Apply the product evenly to three
spots on the dog's back, stariing
between . the shoulder blades and
continuing on te the second and third
spots as shown in diagram 3b,
squeezing the applicator until empty,
¢) For extra-large dogs 89-132 Ibs.:
Apply the product evenly to four spots
on the dog's back, starting hetween
the shoulder blades and continuing on
to the second, third and fourth spots
as shown in diagram 3¢, squeezing the
applicator until empty. Avoid contact
with treated area until dry.

Page 7 of 18
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Reason to Issue: Product Registration Date: 05/09/12
Supercedes; 10/06/11

(PACKAGE INSERT BACK)

FREQUENCY OF APPLICATION

A monthly application of TRADENAME™ kills and repels fleas, ali stages of ticks, mosguitoes,
biting flies, and chewing lice. Do not apply mare than once a month. Research demonstrates that
TRADENAME™ kills adult fieas, fiea-egg ae-for up to one month,

g5, angd fee-tary
TRADENAME™ remains effectlve even after bathlng, water immersion, or exposure to sunlight.

PESTICIDE STORAGE AND DISPOSAL

Do not contaminate water, food, or feed by storage and disposal.

STORAGE. Store unused product in original container onily in a coot dry place, out of reach of
thildren and animals.

FESTICIDE DISPOSAL. X partly fitted; Call your local solid waste agency or 1-800-CLEANUP
for disposal instructions. Never piace unused product down any indoor or outdoor drain.
CONTAINER DISPOSAL. IF emplty: Nonrefillable container. Do not reuse or refill this
container, Piace in trash or offer for recycling, if availabie.

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS and DOMESTIC ANIMALS

HAZARDS TO HUMANS

Harmfui if swaliowed. Causes eye irritation. Avoid contact with skin, eyes, or clothirig, Wash
hands thoroughly with soap and water after handling and before eating, drinking, chewing gum,
I1sing tobacco, or using the toilet.

HAZARDS TO DOMESTIC ANIMALS

IFor external use on dogs ONLY. Do not use on cats. If ingested by & cat that has actively
groomed a recently treated dog, this product may have serious harmfui effects. If this occurs,
contact your veterinarian immediately. Do not use on dogs under 12 weeks of age. Individual
sensitivities, while rare, rnay occur after using ANY pesticide product. Dogs may experience
some temporary irritation at the site of product application. If signs of sensitivity occur, bathe
your pet with mild soap or shampoo and rinse with farge amounts of water. If signs of sensitivity
nccur and persist, contact a veterinarian immediately. If your dog has an unusual reaction to the
initial application, consuit a veterinarian before repeating application. Certain medications can
interact with pesticides. Consult a veterinarian before using on medicated, debilitated, aged,
pregnant or nursing dogs, or animals known to be sensitive to pesticide products. Caii 1-800-
$60-1842 for 24-hour assistance.
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Reason to Issue: Product Registration ' Date; 05/09/12
Supercedes: 10/06/1%

(PACKAGE INSERT BACK){Cont'd)

- FIRST AID
IF SWALLOWED: » {all a poison control center or doctor
immediately for treatment advice.

¢ Have a person sip a giass of water if able to
swallow,

o Do not induce vomiting uniess told te do so
by a poison control center or doctor.

» Do not give anything by mouth to an

- UnNconscious person.
IF M EVYES: - o Hold eye open and rinse slowly and gently
with water for 15-20 minutes.

= Remove contact lenses, if present, after the
first 5 minutes, then continue rinsing eye.

= Call a poison control center or doctor for

L treatment advice,
IF OM SKIN OR CLOTHING: = Take off contaminated ctothing.

o Rinse skin immediately with plenty of water
for 15-20 minutes.

= Call a poison control center or doctor for
treatment advice.

Flave product container or label with you when calling a poison control center or

doctor, or going for treatment, or call 1-800-660-1842 for 24-hour agsistance.

Flow Supplied
For easy and convenient application, TRADENAME™ for Dogs is avallable in sizes for small dogs

and puppies ONLY 12 weeks or older and up to 22.9 Ibs., medium dogs 23-44.9 ibs., large dogs
45-88.9 tbs., and extra-large dogs 89-132 tbs.

WARRANTY

Selter makes no warranty, expressed or implied, concerning the use of this product other than
indicated on the labet. To the extent consistent with applicable law, buyer assumes all risk of use
and handling of this material when such use and handling are contrary to the label instructions.

EPA Reg, No, 65331-1

terial Limited

3239 Satelifte Bivd,

Culuth, GA 30096-464G, USA
TRADENAME™ is a trademark of Merial.

©2012 Merlat Limited, Duluth, GA.
Alt rights reserved.
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Feason to Issue: Product Ragistration Date: 05/09/12
Sypercedes: 10/06/11

(COMPLIANCE CARD)
Tick
(FRONT) pictogram
See other side for more Flea egqgs,
Pipette farvae, and
TRADENAME™ for dogs pictogram adult flea
pictogram
Some tips and other information:
B0 NOT USE ON CATS.
Sty A Chewlng lice
To successfully control fleas, ticks, chewing lice, mosquitoes, biting flies and mites, pictogram
all dogs must be treated with their own dose of TRADENAME™. A

Apply according to label instructions, ensuring the product is applied to the skin. It must be
applied above the shoulder blades at the base of the neck. Bo not apply on top of the haircoat.
Il may be helpful to remove the collar hefore application, so it doesn‘'t abscrb the product.

fremember, your dog needs to be dry at the time TRADENAME™ is applied and remain

dry 24 hours after application. MoSqUIto
verify applicator is empty after applying to your dog. pictogram
Even indoor dogs need flea and tick control because you or other dogs in the household
rray bring fleas and ticks into the home. Biting fly
pictogram
(BACK)
Do not use on
Calendar reminder stickers cats pictogram

To ensure continued protection of your dog, use these stickers as a reminder to apply and re-
purchase TRADENAME™,

After treating your pet for the first time, peel off the sticker and place on your calendar that day.
Place the remaining stickers on your calendar as a reminder to apply TRADENAME™ monthly.

[on't forget to re-purchase!

6 menths 5 stickers that read “Apply
Use all 6 stickers TRADENAME™”, with the 6" sticker
“Re-purchase TRADENAME

3 months

CQUESTIONS? Contact vour veterinarian or call our technical experts at 1-800-660-1842,
monday-Friday, 8am-8pm. For more information, vislt www. TRADENAME™.com
TRADENAME™ is a trademark of Merial,
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Heason to Issue: Product Registration

Date: 05/09/12
Supercedes; 10/06/11

(LABEL ON INDIVIDUAL APPLICATOR)

TRADENAME™ for dogs

6.01% fipronil
44.88% Permethrin

Application to
dog pictogram

EPA Reg. No, 65331-1

KEEP OUT OF REACH OF CHILDRERN
CAUTION

Lot No.

Do not use on
cats pictogram

Page 11 of 18
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Feason to Issue: Product Registration Date: 05/09/12
_ Supercedes: 10/06/11

{LABEL ON BLISTER PACK)

- 57
TRADENAME™ for dogs o Lewd™

(S,M,L,XL)
(For dogs and puppies ONLY 12 weeks or older and up t0 22.9 Ibs,)
{For dogs ONLY 23 ~ 44.9 |bs.}
(For dogs ONLY 45 - 88.9 |bs.)
(For dogs ONLY 8% - 132 ibs,)
Do not remove applicator until ready to use
EPA Reqg. No, 65331-1
(3.034 1, 02.)
{0.068 1. oz.)
(0.135 fl. 0z.)
(0.203 fl. 0z.)

KEEP GUT OF REACH OF CHELDREN
CAUTION

Read the entire label before use

Lot No.
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Feason to Issue: Product Registration Date: 05/09/12

Supercedes: 10/06/11

Alternate marketing text for carton or insert

TRADENAME™ for dogs [starts rapidly killing fleas and ticks within 6 hour providing a
convenient, effective treatment for fleas and (all stages of) ticks]. TRADENAME™ kills and
repeals fleas, mosquitoes, biting flies, chewing lice, and all stages of ticks; ONLY for (dogs and
puppies 12 weeks or older and up to 22.9 Ibs)(dogs weighing 23 - 44.9 |bs){dogs weighing 45 -
£8.9 Ibs)(dogs weighing 89 — 132 Ibs),

(Multiple Infestations]

-]

]

e o o &

4 o ¢ B @

Starts rapidly killing fieas and all stages of ticks (in) (as little as) (6 hours), including
Deer ticks, Brown dog ticks, American dog ticks, and Lone Star ticks

Kills and repels ticks, mosquitoes and biting flies

Repels and kills mosquitoes for up toe four weeks

Kills ticks which may transmit L.yme Disease, canine Ehrlichiosis, Anaplasmosis, Rocky
Mountain Spotted Fever, Hepatozoonosis, Babesiosis, or cause tick paralysis
{Kills)(Steps)(Controls) existing infestations and prevents re-infestations of fleas and ticks
Fast-acting, starts killing fleas and ticks (in}(as little as) {6 hours)

Long-lasting for {1 month against ticks}(and)(3 months against fleas)

Re-infestation of fleas, ticks and mosquitoes, (biting, chewing) lice and biting flies is
prevented for 3 (one) month or ionger

8-way protectlon agalnst fleas, ticks, tick 1arvae, tick nymphs, mosaquitoes, biting flies,

Ilce, and mltg§

After application, TRADEMAME™ spreads naturaily over the dog’s body to provide (full
body) (alt over) protection against fleas, ticks, mosquitoes, biting flies and chewing lice
TRADEMAME™ provides ongoing protection against fleas, ticks, masquitoes, biting flies,
and chewing lice [for at least ona month (30 days)]

Effective monthly treatment of fleas and ticks

Easy, fast, effective contro} of fleas and ticks that lasts at least 1 month (30 days)

Using the (patented)(trademark) applicator, TRADEMAME™ is specially designed to
spread naturaly-over the dog’s body providing effective control of fleas and ticks

Prevents reinfestation (of fleas)(of ticks) for up to gne month

Monthly treatment is recommended for optimal control and prevention of fleas and ticks
Proven treatment techneology for (the control of) flea(s)(infestations), (ticks),
{(mosquitoes), (biting flies), (and chewing lice)

TRADENAME™ uses (different}{(multiple} modes of action o] kiil
(ticks)(fleas){mosquitoes)(chewing lice}{sarcoptic mange mites)(biting flies)

For convenient, quick-acting, long-lasting control of fleas, ticks, mosquitoes and lice,
{(When) Applied topically en a monthly basis, TRADE E™ for Dogs repels and kills
fleas, ticks and mosquitoes, kills (biting, chewing} lice; aids in control of mites and repels
(and inhibits bleod feeding) by biting fiies and mosq Ttoes. -
TRADENAME™ for Dogs contains the active ingredients fipronil and permethrin, which
control infestations caused by fleas, ticks and lice; repel {against) biting flies, and repel
and kill mosquitoes.

Kills fleas, ticks, lice, and mosquitoes, repels biting flies and mosquitces

Repels and kills fleas and ticks

Repels fleas, ticks, biting flies and mosquitoes

For the control and prevention of flea [and lice] infestations

Flea, tick, (biting and chewing) lice infestations can be controlled with monthly
applications of TRADENAME™ for Dogs.

Helps to relteve your dog's pain (discomforf) by controlling flea, tick and lice infestations
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Feason to Issue: Product Registration Date: 05/09/12

Supercedes: 1Q/06/%1

-

Biting flies and mosquitoes are (also} repelled by TRADENAME™ for Dogs.

» Monthly application against fleas, ticks and mosquitoes

= Kills fleas, ticks and mosquitoes for (up to) one month

»  Manthly application is recommended for control and prevention of fleas, ticks and
mosguitoes

o Long fasting flea, tick and mosquito control for your pet

¢« TRADENAME™ for Dogs is indicated for the prevention and control of fleas, ticks,
mosquitoes, and lice on dogs 12 weeks of age and older

s Kills fleas, ticks, mosquitoes, lice, and aids in control of mites

> Kills and repels fleas, ticks, and mosquitoes. A -

& 2 o &

L -]

e 0o @ o

{Fleas}

Prevents fleas on treated dogs f:om mfestmg your home

Kills fleas on dogs within (in) (zs little as) (& hour) and continues to prevent infestations
for a month

Larval flea stages in the dog's en\nronment {surroundi
with a TRADEMNAME™ {reated dog -~ pt g-,g: L a
Kills fleas (before they lay eggs) (that may transmlt disease _includiag bartonellosus and
tapeworm dlisease)

Kills fleas which may cause flea allergy dermatitis

The successive feeding activity of fleas on dogs may elicit a8 hypersensitivity skin disorder
known as flea allergy dermatitls (FAD}. Treatment of dogs with TRADENAME™ rapidly
kills fleas and may reduce the incidence of this condition.

TRADENAME™ kills existing fleas on dogs within (6 hours),

Re-Infesting fleas are killed within (6 hours) with protection against further flea
infestation lasting at feast four weeks. Pre-existing pupae in the environment may
contmue to emerge for six weeks or longer depending upoen climatic conditions.

g5} are killed following contact

+

Prevents fleas on treated dogs from mfestlng your home.
Kills fleas on dogs within (6 hours) and continues to prevent infestations for a month.
Approximately 95% of the flea population in a household infestation are immature flea
stages that live in the dog’ S enwronment

May reduce the mcrdence of flea allergy dermatltls

The successive feeding activity of fieas on dogs may elicit a hypersensitivity skin disorder
known as flea allergy dermatitis (FAD}. Treatment of dogs with TRADENAME'™ rapidly
kills fleas and may reduce the incidence of FAD

TRADENAME™ is useful for dogs susceptible to flea allergy dermatitis (FAD)

Regular use of TRADENAME™ breaks the flea life cycle

Kills (newly emerged)} fleas (before they lay eggs) for up to 12 weeks

TRADENAME™ for Dogs can kill adult fieas in 6 hours {and lasts) for (up to) 12 weeks.
Apply monthly if your dog has fizas that may cause flea allergy dermatitis (FAD}, or if
reinfestation is likely,

Kills newly emerged adult fleas prior to egg laying

Kills fleas (within 6 hours) that may transmit bartonellosrs, (tularemra} (and tapeworm}
Kills fleas (within 6 hours) that may transmit diseases direg bartonellosis, (tularemia)
(and tapeworm infestations)

Kills fleas {within 6 hours) that may transmit disesses;m
tularemia

fing bartonellosis and

ssion--by—(these)
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Reason to Issue: Product Registration Date: 05/08/12

Supercedes: 10/06/11
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Kills fleas that may serve as an intermediate host for tapeworms (Dipylidium caninum)
Kills fleas that may serve as an intermediate host for cysticercoids of tapeworms

Kills fleas that may serve as hosts for life cycle intermediates of tapeworms

Kills (adult) fleas (within & hours) that may cause Flea Allergy Dermatitis (FAD) (or) (fiea-
bite anemia)

Fleas do not have to bite to die

Controls highly [lirritating] [annoying} [flea] bites

TRADENAME™ for Dogs rapidly kills fleas that may cause FAD (Flea Allergy Dermatitis)
Kills adult fleas for up to 3 months (12 weeks) 7

Kills fleas -

Easy to apply, control of (for) fieas that fasts up to 3 months {12 weeks) -
TRAIDENAME™ for Dogs kills fleas on your dog

Once a month topical flea control for dogs 12 weeks of age or older

TRADENAME™ for Dogs is indicated for the prevention and control of fleas on dogs 12
weeks of age and older

One application prevents further flea infestations for up to (12 weeks) ([three] months)
Monthly treatment (all year) is racommended for control and preventton of ﬂeas

Provides ongoing protection against fleas and-the.diseases-thay |
Anentiis—

Stops existing flea infestations by rapidly killing adult fleas

Kills fleas before they lay eggs

Stops existing flea infestations by killing adult fleas

Prevents [Stops] re-infestations by killing adult fleas (before they lay eggs)

Treatment with TRADENAME™ rapidly kills fieas which may cause flea allergic dermatitis
{FAD] or ﬁea blte hypersenStttwty

Prowdes flea protectlon vy Mbuy OR
Use ﬂea [prevenmonj [protectton} year-roumj

(Rap|d[y)(ktlls)(ttcks)(msmmng—&hese-}{-veem)(whlch may cause){which may transmit)
Lyme disease, (Ehrlichiosis), {Anaplasmosis), (Babesiosis), (Tick Paralysis), (Rocky
Mourttain Spotted Fever), {(Southern Tick Associated Rash Iiiness), and (Hepatozoonosis)
Kills ticks for (up to)(at least) 4 weeks

TRADEMNAME™ for dogs rapidly kills all stages of ticks, including deer ticks, brown dog
ticks, American dog ticks, and lone star ticks

Kills and repels ticks

Kills the vectors that may transmit Lyme disease, Rocky Mountain spotted fever,
ehrlichiosls, hepatozoonosls and heartworm disease.

Ticks: TRADENAME™ for Deogs can kill ticks for (up to) a [onel month. Apply monthly
where tick control is consistently needed.

Kills and repels all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and
Deer ticks (that may transmit Lyme disease, Rocky Mountain Spotted Fever, babestosis,
ehrlichiosis and anaplasmosis)

Kills ticks including Deer ticks (that may transmit Lyme disease), American dog ticks (that
may transmit Rocky Mountain Spotted Fever), Brown dog ticks (that may transmit
ehrlichiosis), and Lone Star ticks (that may transmit hepatozoonosis) for up to one month
{4 weeks)
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Feason to Issue: Product Registration Date: 05/09/12

Supercedes: 10/06/11
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{Mosquitoes and biting flies]
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Kills ticks including Deer ticks (that may transmit Lyme disease), American dog ticks (that
may transmit Rocky Mountain Spotted Fever), and 8rown dog ticks (that may transmlt
ehriichiosis) for up to cne month (4 weeks),

Kills Brown dog ticks {Rhipicephalus spp), American dog ticks {Dermacentor variabilis),
Deer ticks (Ixodes spp) and Lone Star ticks {Amblyvamma americanum) for up to one
month (4 weeks).

Kills Amblyomma americanum (Lone Star ticks) for 4 weeks (for up to one month).

Monthly application against ticks
Kitis mosquitoes

Kills mosquitoes for up to (28 days){four weeks) (a [one] month)

Repels and inhibits blood feeding by biting flies and mosquitoes

Biting flies and mosquitoes: When applied monthly, TRADENAME™ for Dogs (prevents
biocod feeding by} (and) repeis} biting fiies and mosquitoes for (up te) 4 weeks (a [one]
menth)

Repels and kills mosquitoes for up to four (4) weeks

Prevents blood feeding by mosguitoes

Repels and prevents (inhibits) biood-feeding by biting flies

Repels and kills mosquitoes often before they have a chance to take a bicod meal
{{Prevents blood-feeding by) (Kills and repels)} mosquitoes

Repels biting flies

Repels [(annoving){izothersome}{nuisance)] biting flies

Inhibits [(annoying){bothersome }{nuisance)] biting flies

[(Prevents){inhibits})] biocd-feeding by biting flies

Kills mosquitees that may carry heartworm disease

Repeis and kilis mosquitoes {Culex spp, Ochlerotatus spp, Aedes spp) which may be (a)
vector(s) of heartworm (Dirofilaria immitis) for one month

Repels and prevents blood-feeding by biting flies

[Lice and Mites]

" & O 4 & 0 o @ ¢ @ 0

(For treatment of)(Treats and controls){Provides effective controi of){For treatment of
infestations with}(Kills}{Stops existing)} chewing iice (infestations)

Kitls chewing lice

Lice: TRADENAME™ for Dogs can Kill biting and chewing lice for (up to} a [one] month.
Appiy monthly where lice control is consistently needed.

Mites: (TRADENAME™ for Dogs) aids in (the) control of mites (that may cause sarcoptic
mange) 7

TRADENAME™ for Dogs aids in (the} control ofﬁte infestations {that may cause
sarcoptic mange).

(When applied monthly,} TRADEMNAME™ for Dogs aids in (the) control of sarcoptic
mange.

Aids in {the)} controi of sarcoptic mange mlte infestations

Kills chewing and biting lice F{

{Also) Kills lice and aids in control of mites

Eliminates infestations with chewing lice

Aids in control of sarcoptic mange infestations

Controls existing chewing/biting fice infestations

Kitts [{biting) {chewing)] fice

For control and prevention of [{biting) {chewing)] fice (infestations)

Stops existing [{biting) (chewing)] lice infestations

Prevents and controls [(biting) {chewing}] lice (infestations)

Provides control of {(biting} (chewing) ] lice (infestations)
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Reason to issue: Product Registration Date: 05/08/12

Supercedes: 10/06/11

Kills [{biting) {chewing)] lice and prevents further infestations
For control and prevention of (infestations with) [(biting) (chewing)]l lice

LV Y o XA

[Miscellaneous]
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TRADENAME™ s waterproof and remains effective following bathing, shampooing,
swimming (water immersion) or after exposure to rain or sunlight.

[Can also be used on breeding, pregnant and lactating bitches)

Convenient topical treatment for dogs who enjoy the outdoors

{Convenient)(te use}(Easy to apply) spot-on application

Persistent (sustatned) efficacy through 30 days

Protects for (at least) one month

Convenient (easy to apply) topical treatment (with [patented] applicator)(that allows
application down to the skin)

(Patented) applicator {trademarl¢) for easy application directly to the skin

Quick-drying

For easy and cenvenient application, TRADENAME™ for Dogs is available in sizes for
small dogs (12 weeks old or older} and up to 22.9 lbs (0.034 {1 0z){1.0 mIl), medium dogs
23-44.9 |bs (0.068 f1 oz) (2.0 ml), large dogs 45-88.9 Ibs (0.135 fl oz) (4.0 mi), and
extra-large dogs 83-132 Ibs (0.203 fl oz} (6.0 ml),

Easy, spot-on (topical) application

Guaranteed effective for (at least) one month

New (comblnation)(formula for vour dog(s)){first six months)
nNon-greasy .

(Formulated) for dogs that (enjoy){love) the outdoors
Waterproof

Tested on puppies from 12 weeks of age

Convenient to use

(1)(3){6) applicator{s) (1.0 ml, 2,0 ml, 4,0 ml, 6.0 ml)

(1)(3){6) applicator{s) (0.034 fl oz, 0.068 fl oz, 0.135 fl oz, 0.203 fl 0z)

(1)}(3)(6) applicator(s) (0.034 fi oz [1.0 mL] (0.068 fl oz [2.0 mL), 0.135 fl oz [4.0 mi],
0.203 fl oz [6.0 mL]})

(1)(3)(6) applicator(s}(each) containing (0.034 fi oz [1.0mL], 0,068 fl oz [2.0 mL],
0.135fl 0z [4.0 mL]}, 0.203 fl oz [6.0 mlL])

(1)(3)(6) applicator(s}

(1)(3)(6) monthly dose(s} [application(s)]

(1)(3)(6) applicator{s)

This proeduct is only for use on dogs 12 weeks of age or older up to 22.9 |bs (weighing 23
to 44.9 Ibs, weighing 45 to 88.9 Ibs, weighing 89 to 132 Ibs)

Up to 22.9 |bs (weighing 23 to 44.9 |bs, weighing 45 to 88.9 Ibs, weighing 89 to 132 |bs)
Fasy and convenient application(s)

Stops existing infestations and prevents establishment of new infestations

Convenient topical treatment for dogs

Quick onset of activity

Persistent efficacy through 30 days

Prevents (re-)infestation for one month

Once monthly application \

TRADENAME™ js brought to you by the makers of FRONTLINE®

Quick drying, non-greasy

(Convenient) (to use) Easy (to apply) spot-on (topical} application

No noticeable odors
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Fasy to use applicator makes treatment simpie (trouble free, smooth) and comfortable for
you and your our pet

Convenient, easy to apply topical sofutzon

Convenient, easy to apply and-fragra fretoe

Starts working by (on) contact

(In} child-resistant packaging

Cenvenient (to use), easy to apply (topical sciution)

Waterproof (remains effective after bathing and swimming} for up to four weeks (a
month} (one month)

Remains effactive afier exposure to sunlight

Remains effective even after bathing, water immersion, or exposure to rain or sunlight
Remains effective even after bathing (and swimming}

Remains effective after exposure to rain and/or sunlight

Still works after hathing, swimming or exposure to suniight

Maintains residual efficacy after bathing and swimming

Remains effective after bathing (and swimming) {(for a month) (for one month) (for up to
four weeks)]

For dogs that enjoy the outdoors

For indoor and outdoor dogs

Convenient topicai treatment for dogs who enjoy the outdoors

Formulated for dogs that fove the outdoors

For dogs that enJoy the outdoors

If%ustrat:on of flea izfe cycfe

Titustration of tick {ife cycle

Hlustration of mesquito {ife cycle
Hiustration of mite life cycie

Hiustration of {ouse iife cycle

Litustration of fiea

IHustration of tick

IHustration of mosquito

Iitustration of mite

litustration of louse

Picture or illustration of @ dog {or puppy)
Picture or dliustration of the Merial logo
Picture or illustration of the primary package (applicators)
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Reason to Issue: Product Registration Date; 01/10/13
Supersedes: 11/19/12

Draft Master Label
Includes label text for four different applicator sizes corresponding to four dog weight
ranges, and including a 1x, 3x and 6x applicator presentation. Optional text appears in
brackets.

(For alternate marketing text to use on carton and insert, see pages 12-17)

(CARTON FRONT PANEL)

[3](6]
monthly
CERTISHIELD™ for dogs dose(s)
[From the makers of FRONTLINE®]
Picture of
representative
size dog

[Fast-Acting, long-iasting contro} of fleas, ticks, lice, biting flies and mosquitoes for use on (Dogs
& Puppies ONLY 8 weeks or older and 11-22.9 Ibs.)]

{Dogs ONLY 23 - 44.9 |bs.)

(Dogs ONLY 45 - 88.9 Ibs.)

{Dogs ONLY 89 —~ 132 ibs.)

KEEP OUT OF REACH OF CHILDREN

CAUTION
For First Aid and other precautionary statements, refer to product package insert.
READ THE ENTIRE LABEL BEFORE EACH USE

ACTIVE INGREDIENTS U £ ‘i@ﬁé&@&u;
Fipronil. ..o i 6.0 1%
Permethrin®. ... 44..88%
OTHER INGREDIENTS...............conmmn49.11% -
o A
TOTAL oosssosireossesntees oo 100.0%

*cis-trans ratio; max. 55% {+/-) cis and min. 45% (+/-) trans

Net Contents: 1-[0.034 fl. 0z. (1.0 ml), G.068 fl. oz. (2.0 mi), G.135 fl. 0oz. ( 4.0 ml), 0,203 f
0z. (6.0 ml)]

Net Contents: 3-[0.102 fi. oz, (3.C ml), 0.204 fl. oz. (6.C ml), 0.405 fl. oz, (12.0 mi), 0.609 fl.
o0z. (18.0 ml}]

Net Contents: 6-{0.204 fl. oz. (6.0 mi), 0.408 fl. 0z. (12.¢ ml), 0.81C (24.0 mi), 1.218 fl. oz.

(36.0 ml))

Do Not Use on [[{1.5x1.5cm] Track & Trace
Cats
Pictogram DO NOT USE ON CATS
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Reason to Issue: Product Registration Date; 01/10/13
Supersedes: 11/1%/12

(CARTON BACK PANEL)
CERTISHIELD™ for dogs

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS and DOMESTIC ANIMALS

HAZARDS TO HUMANS

Harmful if swallowed or absorbed through the skin. Causes eye irritation. Avoid contact with
skin, eyes, or clothing., Wash hands thoroughly with scap and water after handling and before
eating, drinking, chewing gum, using tobacco, or using the toilet.

HAZARDS TO DOMESTIC ANIMALS
For external use on dogs ONLY.

DO NOT USE ON CATS PICTOGRAM [1.5x 1.5 cm)

DO NOT USE ON CATS - IF INGESTED BY A CAT THAT HAS ACTIVELY GROOMED A
RECENTLY TREATED DQG, THIS PRODUCT MAY BAVE SERIOUS HARMFUIL, EFFECTS. IF THIS
OCCURS, CONTACT YOUR VETERINARIAN IMMEDIATELY.

Dc not use on puppies under 8 weeks of age or weighing less than 11 ibs. Individual
sensitivities, while rare, may occur after using ANY pesticide product. Dogs may experience
some temporary frritation at the site of product application. If signs of sensitivity occur, bathe
your pet with mild soap or shampoo and rinse with large amounts of water, If signs of sensitivity
occur and persist, contact a veterinarian immediately. If your deg has an unusual reaction to the
initial application, consult a veterinarian before repeating application. Certain medications can
interact with pesticides. Consult a veterinarian before using on medicated, debilitated, aged,
pregnant or nursing dcgs, or animals known to be sensitive to pesticide products. Cali 1-800-
660-1842 for 24-hour assistance.

FIRST AID

IF SWALLOWED: = Call a poisen control center or doctor
immediately for treatment advice.

« Have a person sip a glass of water if able to
swallow.

s Do not induce vemiting unless told to do so
by a poison control center or doctor.

s Do not give anything by mouth to an
unconscious person.

IF IN EYES: « Hold eye cpen and rinse siowly and gently
with water for 15-20 minutes.

» Remove contact lenses, if present, after the
first 5 minutes, then continue rinsing eye.

s Call a poison control center or docter for
treatment advice.

IF ON SKIN OR CLOTHING: » Take off contaminated clothing.

« Rinse skin immediately with plenty of water
for 15-20 minutes.

s Call a poison control center or doctor for
treatment advice.

Have product container or [abel with you when calling a poison controi center or
doctor, or going for treatment, or call 1-800-660-1842 for 24-hour assistance.
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(CARTON BACK PANELY{CONT'D.)

Merial Limited Satisfaction

3239 Satellite Bivd. Guaranteed

Ouluth, GA 30096-4640, USA MADE IN FRANCE Graphic

EPA Reg. No. 65331-8 Please call our experts at

EPA Est. No. 65331-FR-2 1-800-660-1842 if you have any

questions or comments about flea,
tick, mosqguito, biting fly and lice
controf or CERTISHIELD™,
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(CARTON INSIDE FRONT PANEL)

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in any manner inconsistent with its labefing. Do
not altow children to apply product. TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE
LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS AND PRECAUTIONARY
STATEMENTS CAREFULLY. FOR EXTERNAL USE ON DOGS ONLY. DO NOT USF ON CATS OR
RABBITS. DO NOT USE ON OTHER ANIMALS.

DO NOT USE ON CATS.

FOR EXTERNAL USE ON DOGS and PUPPIES ONLY. Do not use on dogs or puppies under 8
weeks of age or weighing tess than 11 Ibs. Do not split appiicators between dogs. Do not use
muitiple applicators on one dog. Weigh your dog to be sure you are appiying the right dose
formulated for the weight of your dog. Overdosing your dog can result in serious illness. Do not
bathe your dog within the first 24 hours after the product has been applied.

If your dog is exhibiting signs of and/or is being treated for skin problems, talk to your
veterinarian before applying any topical flea and tick control product. Do not apply more often
than once a month,

For use in DOGS and PUPPIES 8 weeks old or older. To repel and Kiil fieas, ticks, and
mosquitoes; to kill chewing fice and to aid in controi of sarcoptic mange mites; to repel and
prevent blood feeding by biting flies. Apply monthly according to the foifowing directions:

APPLICATION DIRECTIONS
{Instructions for the 3x/6x Carton):

TISHIELL

How to apply FOR DOGS

TO REMOYE Applicator:
Priorta cpening

saparate saoblistor

by toarlag alang parforation.

TO OPEH,

use scissors o cutalong
dotted kinw of singlo bister,
then pull apart toll

ant remove tha applicator,
OF told on line at comes,
toar and apen st 5iit

and ramove tha applicaton

Step 3: HOLD Applicator Upright away from you and your pet’s face, cut applicator tip to
open, Do not get the product in your dog’s eyes or mouth.

Step 4: Apply CERTISHIELD™

Part dog’s hair until skin is visible. Place appiicator tip directly against exposed skin. For small
dogs and puppies (8 weeks or older) and weighing 11-22.9 Ibs.: Deposit entire contents by
squeezing the entire applicator contents onto dog’s skin, at a singie site, between the shoulder
biades. For medium dogs 23-44.9 Ibs. or farge dogs 45-88.9 Ibs.: Appiy the product evenly to
three spots on the dog’s back, starting between the shoulder biades and continuing on to the
second and third spots, squeezing the applicator untit empty.
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(CARTON INSIDE FRONT PANEL)(CONT'D.)

For extra-large dogs 89-132 |bs.: Apply the product evenly to four spots on the dog’s back,
starting between the shoulder blades and continuing on to the second, third and fourth spots,
squeezing the applicator until empty. Ensure that CERTISHIELD™ for degs is not applied
superficially on dog’s hair.

(CARTON INSIDE FLAPS)

CERTISHIELD™ for dogs
Repels and kills fleas, ticks, mosquitoes, and biting flies, and kills chewing lice for up to a month.
Fleas do not have to bite to die,

CERTISHIELDP™ for degs provides efficacy against fleas and ticks with a rapid onset of activity
in as little as 6 hours. The active ingredients in CERTISHIELD™ provide for fast acting and long-
lasting control of fleas, ticks, chewing lice and mosquitoes on dogs.

[PICTOGRAMS (icon with slash through)]
Adult Flea

Adult Tick

Chewing Lice

Mosquitoes

Biting Flies

Sarcoptic mange mites

®FRONTLINE is a registered trademark, and MCERTISHIELD is a trademark, of Merial.
@201 2 Merial Limited, Duluth, GA.
All rights reserved.
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Reason to Issue: Product Registration Date: 01/10/13
Supersedes; 11/19/12

{PACKAGE INSERT FRONT)

CERTISHIELD™ for dogs

For use ONLY on dogs and puppies 8 weeks or older

Convenient, fast-acting, long-lasting spot-cn for treatment and control of fleas, ticks,
mosquitoes, biting flies and chewing lice

ACTIVE INGREDIENTS

Fipronili ..o, 6.01%
Permethrin®. ..o ereee e e 4 4. 88 %
OTHER INGREDIENTS. ........ccoevviv 0 89.11%
TOTAL................. cirreecnnennnnnnn 100.0%

*cigftrans ratio: max 55% (&} cis and min 45% {) trans

KEEP OUT OF REACH OF CHILDREN

CAUTION
See Carten for First Aid and Precautionary Statements.

CERTISHIELD™ for Pogs
Repels and kills fleas, ticks, and mosquitoes; repels biting flies and kills chewing lice
+« Repels and prevents blood feeding by biting flies and mosquitoes for up to a month
» Persistent efficacy through 30 days
» Effectively stops existing infestations and prevents re-infestations of fleas, ticks and
chewing lice
+ Rapidly kills ticks which may transmit Lyme disease, Rocky Mountain spotted fever,
Anaplasmaosis, Babesiosis, canine Ehrlichiosis or cause tick paralysis
» Starts rapidly killing fleas in as little as 6 hours, and ticks for an entire month, including
Deer ticks, Brown Dog ticks, American Dog ticks, and Lone Star ticks
+ Kills fleas which may cause flea allergy dermatitis

» Kills fleas that may transmit bartonellosis, turalemia and tapeworm
° Repels and Kills mosquitoes which may be a vector of
heartworm (Dirofilaria immitis) for one month Do ”;’itctuosger;’; cats
s Aids in control of sarcoptic mange infestations
» Can be used on dogs and puppies 8 weeks or older DO NOT USE ON CATS
» Fast-acting [1.5x 1.5 cm]
» Convenient to use

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in any manner inconsistent with its labeling. Do
not allow children to apply product. TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE
LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS AND PRECAUTIONARY
STATEMENTS CAREFULLY. FOR EXTERNAL USE ON DOGS ONLY. DO NOT USE ON CATS OR
RABBITS. DO NOT USE ON OTHER ANIMALS,

DO NOT USE ON CATS
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{PACKAGE INSERT FRONT){CONT'D.)

(Instructions for the 1x blister pack):

To open,
wse scissors to cut along dotied Hine of single biister,
then pull apart foll pnd remove the applicator,
Or
: fold on line at cotner,
tear and open at st and remove the applicator,

(Open the child-resistant packaging according to the instructions found on the inside front panel
of the carton)

FOR EXTERNAL USE ON DOGS ONLY. Do nct use on dogs or puppies under 8 weeks of age or
weighing less than 11 Ibs. Do not split pipettes between dogs. Do not use multiple pipettes on
one dog. Weigh your dog to be sure you are applying the right dose formulated for the weight of
your deg. Overdosing your dog can result in serious illness. Do not bathe your dog within the
first 24 hours after the product has been applied. If your dog is exhibiting signs of and/or is
being treated for skin problems, talk to your veterinarian before applying any topical flea and
tick control product.
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(PACKAGE INSERT BACK)

FREQUENCY OF APPLICATION

Fleas, ticks, and chewing lice infestations can be controiled with monthiy applications of
CERTISHIELD™ for Dogs. Biting flies and mosquitoes are repelled by CERTISHIELD™ for
Dogs.

CERTISHIELD™ for Dogs can start killing aduit fleas within 6 hours and lasts for up to three
months, Apply monthly if your dog has fileas that may cause flea ailergy dermatitis (FAD), or if
re-infestation is likely.

CERTISHIELD™ for Dogs can kiil ticks for at least a month. Apply monthly where tick controf is
consistently needed.

CERTISHIELD™ for Dogs can Kkill biting and chewing lice for up to a month. Apply monthly
where lice control is consistently needed.

CERTISHIELD™ for Dogs aids in the control of sarcoptic mange.

When applied monthly, CERTISHIELD™ for Dogs repeis and prevents blood feeding by biting
flies and mosquitoes for up to a month.

Wait at least 30 days before re-appiication of CERTISHIELD™ for Dogs. Avoid contact with
treated area until dry. CERTISHIELD™ remains effective even after bathing, water immersion,
or exposure to sunfight. A monthly application of CERTISHIELD™ kifis and repels fieas, all
stages of ticks, mosquitoes, biting fiies, and chewing fice. Do not apply more than once a month,
Research demonstrates that CERTISHIELD™ remains effective even after bathing, water
immersion, or exposure to sunlight.

PESTICIDE STORAGE AND DISPOSAL

Do not contaminate water, food, or feed by storage and disposal.

STORAGE. Store unused product in original container onfy in a cool dry place, out of reach of
chiidren and animals.

PESTICIDE DISPOSAL. If partly filled: Cail your local solid waste agency or 1-800-CLEANUP
for disposal instructions. Never piace unused product down any indoor or outdoor drain.
CONTAINER DISPOSAL. If empty: Nonrefiliable container. Do not reuse or refili this
container, Place in trash or offer for recycling, if available.

How Supplied _
For easy and convenient application, CERTISHIELD™ for dogs is available in sizes for small dogs
& puppies ONLY 8 weeks or older and 11-22.9 Ibs., medium dogs 23-44.% |bs., large dogs 45-
88.9 Ibs., and extra-large dogs 89-132 ibs,

WARRANTY

Seller makes no warranty, expressed or implied, concerning the use of this product other than
indicated on the fabel. To the extent consistent with appiicable law, buyer assumes aii risk of use
and handiing of this material when such use and handiing are contrary to the jabel instructions.

Questions or Comments?
Call: 1-800-660-1842,
Monday-Friday, 8am-8pm EST

EPA Reg. No, 65331-8

Merial Limited CERTISHIELD™ is a trademark of Merial.
3239 Sateliite Blvd, ©2012 Merial Limited, Duluth, GA.
Duiuth, GA 30096-4640, USA All rights reserved.
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(COMPLIANCE CARD)

Tick
(FRONT) pictogram
See other side for more
Pipette Adult flea
CERTISHIELD™ for dogs pictogram pictogram

Some tips and other information:

DC NOT USE ON CATS.
Chewing lice

To successfully controt fleas, ticks, chewing lice, mosquitoes, biting flies and sarcoptic pictogram

mange mites, ali dogs must be treated with their own dose of CERTISHIEELD™.
Apply according to labet instructions, ensuring the product is applied to the skin. Do not apply on
top of the haircoat. It may be helpful to remove the collar before application, so it doesn’t absorb
the product,

Remember, your dog needs to be dry at the time CERTISHIELD™ is applied and remain dry 24

hours after application. Mosquito
Verify applicator is empty after applying to your dog. pictogram
Even indoor dogs need fiea and tick control because you or other dogs in the household
may bring fleas and ticks into the home. Biting fly
pictegram
{BACK)
Do not use on
Calendar reminder stickers cats pictogram

To ensure continued protection of your dog, use these stickers as a reminder to apply and re-
purchase CERTISHIELD™.

After treating your pet for the first time, peel off the sticker and place on your calendar that day.

Place the remaining stickers on your calendar as a reminder to appiy CERTISHIELD™ monthly.

4 - |
Don't forget to re-purchase! 5 stickers that read “Apply

CERTISHIELD™", with the 6" sticker

& months “Re-purchase CERTISHIELD™"

Use ail & stickers

3 months

QUESTICNS? Contact your veterinarian or call our technical experts at 1-800-660-1842,
Monday-Friday, 8am-8pm. For more information, visit www.CERTISHIELD™.com.

CERTISHIELD™ is a trademark of Meria,
©2012 Merial Limited, Duluth, GA. All rights reserved.
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Supersedes: 11/19/12

(LABEL ON INDIVIDUAL APPLICATOR)

CERTISHIELD™ for Dogs
6.01% fipronii
44.88% Permethrin
ONLY for dogs & puppies (8 weeks or older and 11-22.9 Ibs.)
(23-44.9 |bs.){45-88.9 |bs.){(89-132 Ibs.}
EPA Reg. No. 65331-8

KEEP OUT OF REACH OF CHILDREN
CAUTION

Lot No.

(0.034)(0.068){0.135)(0.203) fl. oz.

Do not use on
cats pictogram
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(LABEL ON BLISTER PACK)

CERTISHIELD™ for Dogs

{0.034 fl. 02.)
(0.068 fl. 0z.)
(0.1351l. 0z.)
(0.203 fl. 0z.)

KEEP OUT OF REACH OF CHILDREN
CAUTION
(DOG 22.9}(DOG 44.9)(DOG 88.9)(DOG 132)

{ot No.

-~ T GLOASKOTY L)
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Alternate marketing text for carton or insert

CERTISHIELD™ for dogs [starts rapidly killing fleas and ticks within 6 hours providing a
convenient, effective treatment for fleas and ticks]. CERTISHIELD™ kills and repels fleas,
mosquitoes, biting flies, and kills chewing lice; ONLY for (dogs and puppies 8 weeks or older and
11-22.9 Ibs.}(dogs weighing 23 - 44.9 Ibs.)(dogs weighing 45 - 88.9 Ibs.){dogs weighing 89 -
132 Ibs.). »

[Multiple Infestations]

»

* ¢ & ©

Starts rapidly killing fleas {in) (as little as) {6 hours), and kills ticks including Deer ticks,
Brown dog ticks, American dog ticks, and Lone Star ticks

Kills and repels ticks, mosquitoes and biting flies

Repels and kills mosquitoes for up to four weeks

Kills ticks which may transmit Lyme Disease, canine Ehrlichiosis, Anaplasmosis, Rocky
Mountain Spotted Fever, Babesiosis, or cause tick paralysis

{Kills){Stops)(Controls) existing infestations and prevents re-infestations of fleas and
ticks

Fast-acting, starts killing fleas {in)(as little as) {6 hours)

Long-lasting for {1 month against ticks){and)(3 months against fleas)

Re-infestation of fleas, ticks and mosquitoes, (biting, chewing) lice and biting flies is
prevented for a (one) month or longer

After application, CERTISHIELD™ spreads over the dog’s body to provide (full body) (all
over) protection against fleas, ticks, mosquitoes, biting flies and chewing lice
CERTISHIELD™ provides ongoing protection against fleas, ticks, mosquitoes, biting flies,
and chewing lice [for at least one month {30 days)]

Effective monthly treatment of fleas and ticks

Easy, fast, effective control of fleas and ticks that lasts at least 1 month (30 days)

Using the (patented)(trademark) applicator, CERTISHIELD™ is specially designed to
spread over the dog’s body providing effective control of fleas and ticks

Prevents reinfestation (of fleas){of ticks) for up to one month

Monthly treatment is recommended for optimal control and prevention of fleas and ticks
Proven treatment technology for (the control of) flea(s)(infestations), (ticks),
(mosquitoes), (biting flies), {and chewing lice)

CERTISHIELD™ uses (different){multiple) modes of action to kill
(ticks)(fleas}{mosquitoes){chewing lice)(sarcoptic mange mites){biting flies)

For convenient, quick-acting, long-lasting control of fleas, ticks, mosquitoes and lice.
(When) Applied topically on a monthly basis, CERTISHIELD™ for dogs repels and Kills
fleas, ticks and mosquitoes, Kills (biting, chewing) lice, aids in control of sarcoptic mange
mites and repels {and inhibits blood feeding) biting flies and mosquitoes.
CERTISHIELD™ contains the active ingredients fipronil and permethrin, which control
infestations caused by fleas, ticks and lice; repel (against) biting flies, and repels and kills
mosquitoes.

Kills fleas, ticks, lice, and mosquitoes, repels biting flies and mosquitoes

Repels and kills fleas and ticks

Repels fleas, ticks, biting flies and mosquitoes

For the control and prevention of flea [and lice] infestations

Flea, tick, (biting and chewing) lice infestations can be controlled with monthly
applications of CERTISHIELD™ for dogs.

Biting flies and mosquitoes are (also) repelled by CERTISHIELD™ for dogs.

Monthly application against fleas, ticks and mosquitoes

Kills fleas, ticks and mosquitoes for {up to) one month

Monthly application is recommended for control and prevention of fleas, ticks and
mosquitoes

Page 12 of 17
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* Long lasting flea, tick and mosquito control for your pet

» CERTISHIELD™ for dogs is indicated for the prevention and control of fleas, ticks,
mosquitoes, and lice on dogs and puppies 8 weeks of age and older

¢ Kills fleas, ticks, mosquitoes, lice, and aids in control of sarcoptic mange mites

+ Kills and repels fleas, ticks, and mosquitoes.

[Fleas] '

s Prevents fleas on treated dogs from infesting your home

¢ Kills fleas on dogs within (in} (as little as) (6 hour) and continues to prevent infestations
for a month

e Kills fleas (before they lay eggs) (that may transmit bartonellosis and tapeworm disease)
Kills fleas which may cause flea allergy dermatitis

+ The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder
known as flea allergy dermatitis (FAD). Treatment of dogs with CERTISHIELD™ rapidly
kills fleas and may reduce the incidence of this condition.
CERTISHIELD™ kills existing fleas on dogs within (6 hours).
Re-infesting fleas are killed within (6 hours) with protection against further flea
infestation lasting at least four weeks. Pre-existing pupae in the environment may
continue to emerge for six weeks or longer depending upon climatic conditions.
Prevents fleas on treated dogs from infesting your home.
Kills fleas on dogs within (6 hours) and continues to prevent infestations for a month.

s Approximately 95% of the flea population in a2 household infestation are immature flea
stages that live in the dog’s environment

= May reduce the incidence of flea allergy dermatitis

¢ The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder

known as flea allergy dermatitis (FAD). Treatment of dogs with CERTISHIELD™ rapidly

kills fleas and may reduce the incidence of FAD

CERTISHIELD™ js useful for dogs susceptible to flea allergy dermatitis (FAD)

Regular use of CERTISHIELD™ Bbreaks the flea life cycle

Kills (newly emerged) fleas (before they lay eggs) for up to 12 weeks

CERTISHIELD™ for dogs can Kill adult fleas in 6 hours (and lasts) for (up to) 12 weeks.

Apply monthly if your dog has fleas that may cause flea allergy dermatitis (FAD), or if

reinfestation is likely,

s Kills newly emerged adult fleas prior to egg laying

¢ Kills fleas {(within 6 hours) that may transmit bartonellosis, (tularemia) (and tapeworm)

Kills fleas (within & hours) that may transmit bartonellosis, (tularemia) (and tapeworm

infestations)

Kills fleas (within 6 hours) that may transmit bartonellosis and tularemia

Acts to kill fleas that may transmit bartonellosis and tularemia

Kills fieas that may serve as an intermediate host for tapeworms (Dipylidium caninum)

Kills fleas that may serve as an intermediate host for cysticercoids of tapeworms

Kills fleas that may serve as hosts for life cycle intermediates of tapeworms

Kills (adult) fleas (within 6 hours) that may cause Flea Allergy Dermatitis (FAD) (or) (flea-

bite anemia)

Fleas do not have to bite to die

Controls highly {irritating} [annoying] {flea] bites

CERTISHIELD™ for dogs rapidly kills fleas that may cause FAD (Flea Allergy Dermatitis)

Kills adult fleas for up to 3 months (12 weeks)

Kills fleas

Easy to apply, control of (for) fleas that lasts up to 3 months (12 weeks)

CERTISHIELD™ for dogs kills fleas on your dog

Once a month topical flea control for dogs and puppies 8 weeks of age or older

CERTISHIELD™ for dogs is indicated for the prevention and control of fleas on dogs and

puppies 8 weeks of age and older

. * 0 @

»

* & 0 » » »

e 8 5 & & 5 ¢ »
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One application prevents further flea infestations for up to (12 weeks) ([three] months)

¢« Monthly treatment (all year) is recommended for control and prevention of fleas

s Provides ongoing protection against fleas

s Stops existing flea infestations by {(rapidly) killing adult fleas

» Kills fleas before they lay eggs

¢ Prevents [Stops] re-infestations by killing adult fleas {before they lay eggs)

+ Treatment with CERTISHIELD™ rapidly Kills fleas which may cause flea allergy
dermatitis [FAD] or flea bite hypersensitivity

» Use flea [prevention] [protection] year-round

[Ticks]

+ Kills all stages of ticks infasting dogs

+» (Rapidly)(kills){ticks)(which may cause){which may transmit) Lyme disease,
{Ehrlichiosis), (Anaplasmosis), {Babesiosis), (Tick Paralysis), (Rocky Mountain Spotted
Fever), and {Southern Tick Associated Rash Illness)

+ Kills ticks for (up to)(at least) 4 weeks

« CERTISHIELD™ for dogs rapidly kills all stages of ticks, including Deer ticks, Brown dog
ticks, American dog ticks, and Lone Star ticks

» Kills and repels ticks

¢ Kills the wvectors that may transmit Lyme disease, Rocky Mountain spotted fever,
ehrlichiosis, and heartworm disease.

» Ticks: CERTISHIELD™ for dogs can kill ticks for (up to) a [one] month. Apply monthly
where tick control is consistently needed.

+ Kills and repels all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and
Deer ticks (that may transmit Lyme disease, Rocky Mountain Spotted Fever, babesiosis,
ehrlichiosis and anaplasmosis)

+ Kills ticks including Deer ticks (that may transmit Lyme disease), American dog ticks (that
may transmit Rocky Mountain Spotted Fever), Brown dog ticks and Lone Star ticks {that
may transmit ehrlichiosis) for up to ene month {4 weeks)

¢ Kills Brown dog ticks {Rhipicephalus spp.), American dog ticks (Dermacentor variabilis),
Deer ticks (Ixodes spp.) and Lone Star ticks {Amblyomma americanum) for up to one
month (4 weeks).

»  Kills Amblyomma americanum (Lone Star ticks) for 4 weeks {for up to one month).

« Monthly application against ticks
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[Mosguitoes and biting flies]

Kills mosquitoes

Kills mosquitoes for up to (28 days}{four weeks} (a {one] month)

Repels and inhibits blood feeding by biting flies and mosquitoes

Biting flies and mosguitoes: When applied monthly, CERTISHIELD™ for dogs (prevents
blood feeding by) (and} repels) biting flies and mosquitoes for (up to) 4 weeks (a [one]
month)

Repels and prevents blood-feeding by biting flies and mosguitoes for up (one) a month
Repels and kills mosquitoes for up to four (4) weeks

Prevents blood feeding by mosaguitoes

Repels and prevents (inhibits) blood-feeding by biting flies

Repels and kills mosquitoes often before they have a chance to take a blood meal
[(Prevents blood-feeding by} (Kills and repels)] mosguitoes

Repels biting flies

Repels [(annoying}{bothersome}{nuisance)}} biting flies

Inhibits [{annoying){bothersome ){nuisance)] biting flies

[(Prevents)(inhibits}] blood-feeding by biting flies

Kills mosqguitoes that may carry heartworm disease

Repels and kills mosquitoes (Culex spp, Ochlerotatus spp, Aedes spp) which may be (a}
vector(s) of heartworm (Dirofilaria immitis) for one month

Repels and prevents blood-feeding by biting flies

[Lice and Sarcoptic mange mites)

(For treatment of}(Treats and controls)(Provides effective control of)(For treatment of
infestations with}(Kills)(Stops existing) chewing lice (infestations)

Kills chewing lice

lice;: CERTISHIELD™ for dogs can kill kiting and chewing lice for (up to) a [one] month.
Apply monthly where lice control is consistently needed.

Sarcoptic mange mites: (CERTISHIELD™ for dogs) aids in (the} control of sarcoptic
mange mites (that may cause sarcoptic mange)

CERTISHIELD™ for dogs aids in (the) control of sarcoptic mange mite infestations (that
may cause sarcoptic mange).

(When applied monthly,) CERTISHIELD™ for dogs aids in (the) control of sarcoptic
mange.

Aids in (the) control of sarcoptic mange mite infestations

Kills chewing and biting lice

(Also} Kills lice and aids in control of sarcoptic mange mites

Eliminates infestations with chewing lice

Aids in control of sarcoptic mange infestations

Controls existing chewing/biting lice infestations

Kills [(biting} (chewing}] lice

For control and prevention of [(biting) {(chewing}] lice (infestaticns)

Stops existing [(biting} (chewing)] lice infestations

Prevents and controls [(biting) (chewing}} lice (infestations)

Provides control of [(biting) (chewing)] lice (infestations)

Kills [{biting) {chewing)] lice and prevents further infestations

For control and prevention of (infestations with} [(biting) (chewing}] lice
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[Miscellaneous]
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CERTISHIELD™ is waterproof and remains effective following bathing, shampoocing,
swimming (water immersion) or after exposure to rain or sunlight.

Convenient topical treatment for degs who enjoy the cutdoors

(Convenient)(to use)(Easy to apply) spot-on application

Persistent (sustained) efficacy through 30 days

Protects for (at least) one month

Convenient (easy to apply) topical treatment (with [patented] applicator){that allows
application down to the skin)

(Patented) applicater (trademark) for easy application directly to the skin

Quick-drying

For easy and convenient application, CERTISHIELD™ for dogs is available in sizes for
puppies and small dogs ONLY (8 weeks old or older) and 11-22.9 Ibs. (0.034 fl, 0z.)(1.0
ml), medium degs 23-44.9 [bs. (0.068 fl. cz.) (2.0 ml), large dogs 45-88.9 |bs. {0.135 fl.
0z.) (4.0 ml), and extra-large dogs 89-132 Ibs. {(0.203 fl. 6z.){(6.0 ml).

Easy, spot-con {topical) application

Guaranteed effective for (at least) one month

New {combination){formula for your dog(s)){first six months)

Non-greasy

(Formulated) for degs that (enjoy)(love) the outdoors

Waterproof

Convenient to use

(1)(3)(6) applicator(s) (1.0 ml, 2.0 ml, 4.0 ml, 6.0 ml)

(1)(3)(6) applicator(s) (0.034 fl. oz., 0.068 fl. oz., 0.135 fl, 0z., 0.203 fl. 0z.)
(1)(3)(6) applicator(s) (0.034 fi. oz, [1.0 ml], 0.068 fl. oz. [2.0 mI], 0.135 fl. oz. [4.0
ml], 0.203 fl. oz. [6.0 mlI])

(1)(3)(6) applicator(s)(each) containing (0.034 fl. oz. [1.0mI], 0.068 fl. 0z. [2.0 ml],
0.135 fl. 0z. [4.0 ml], 0.203 fl. oz. [6.0 mI]}

{(1){(3){6) applicator{s)

(1)(3)(6) monthly dose(s) [application(s)]

{1)Y(3)(6) applicator{s)

This preduct is only for use on dogs and puppies (8 weeks or clder and 11-22.9
Ibs.){weighing 23 tc 44.9 Ibs.){weighing 45 to 88.9 Ibs.){weighing 89 to 132 Ibs.)
Easy and convenient application(s)}

Stops existing infestations and prevents establishment of new infestations

Convenient topical treatment for dogs

Quick onset of activity

Persistent efficacy through 30 days

Prevents (re-)infestation for one month

Once monthly application

CERTISHIELD™ is brought to you by the makers of FRONTLINE®

Quick drying, non-greasy

(Convenient) (to use) Easy (to apply) spot-on (topical) application

No noticeable odors

Easy to use applicater makes treatment simple (trouble free, smocth) and comfortable for
you and your our pet

Convenient, easy to apply topical solution

Starts working by (on) contact

{In) child-resistant packaging

Convenient (to use), easy to apply (topical solution)

Waterpreof {remains effective after bathing and swimming) for up to four weeks (a
moeonth) (ene month)

Remains effective after exposure to sunlight

Remains effective even after bathing, water immersion, or exposure to rain or sunlight

Page 16 of 17
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Reason to Issue: Product Registration Cate: 01/10/13

Supersedes: 11/19/12

Remains effective even after bathing (and swimming)
Remains effective after exposure to rain and/or sunlight
still works after bathing, swimming or exposure to sunlight
Maintains residual efficacy after bathing and swimming
Remains effective after bathing (and swimming) [{for a month) (for one month) (for up to
four weeks)]

For dogs that enjoy the outdoors

For indoor and outdoor dogs

Convenient topical treatment for dogs who enjoy the outdoors
Formulated for dogs that love the outdoors

For dogs that enjoy the outdoors

Ilustration of flea life cycle

IHlustration of tick life cycle

Ilustration of mosquito life cycle

Ilustration of mite life cycle

Illustration of iouse life cycle

Nustration of flea

lllustration of tick

Illustration of mosguito

lllustration of mite

Illustration of louse

Picture or illustration of a dog (or puppy)

Picture or illustration of the Merial logo

Picture or illustration of the primary package (applicators)

Page 17 of 17
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Decision #: 472190

DATA PACKAGE BEAN SHEET DP #: (407731)
Date: 19-Dec-2012 PRIA
Page 1 of2 Parent DP #:
Submission #: 927019

E-Sub #:

*** Registration Information * * *

Company: 65331 - MERIAL LIMITED

Risk Manager: RM 10 - Richard Gebken - (703} 305-6701 Roomd# PY1 S3-7237

Risk Manager Reviewer: Driss Benmnand DBENMHEN

Sent Date:

Type of Registration:

Action Desc:

Ingredients: 109701, Permethrin{44.88%)

126121, Fipron(6.01%)

* ** Data Package Information * * *

Expedite: () Yes @ No Date Sent: 19-Dec-2012 Due Back:

DP ingredient: 129121, Fiproni

108701, Permethrin

DF Title:

CSF Included: ) Yes @ No Label Included: () Yes @ No ParentOP#

ned To Date in Date Qut

Organization: RD / TRB Last Possible Science Oue Date: 13-Mar-2013
Team Name: Child Resistant Packaging _ Science Due Date:
Reviewer Name: Gross, Rosalind Sub Data Package Ove Date:

Contractor Name:

** * Studies Sent for Review ** *

Printed on Page 2

*** Additional Data Package for this Decision***
No Additional Data Packages

*** Data Package Instructions * * *

Hello :

} am attaching the Child Resistant Packaging data submitted by Merial in response to the agreement with RD during the meeting heid on June
13, 2012. in addition 1o the MRIDs, { am aftaching:

1. The cover letter

2.Copy of the iabel

Please review and comment
Thanks

Driss
308-8525



Page 2
** * Studies Sent for Review * * *

Decision#: (472180)
e

49000801

49000902

Merial Limited (2012) Submission of Safety
Data in Support of the Registration of
Certishield for Dogs. Transmittal of 2 Studies.
Ward, R. (2012) Evaluation of the Fold Over
Tear or Scissors Blister with Flare 6x {X1.)
Pipette as a Poison Prevention Package for
Merial Limited. Project Number: 1365/110.
Unpublished study prepared by Perritt
Lahoratories, (n¢, 27p.

Ward, R. (2012) Evaluation of the Foki Over
Tear or Scissors Blister with Flare 1x (L)
Pipette as a Poison Prevention Package for
Merial Limited. Project Number: 136571 11.
Unpublished study prepared by Perritt
Lahoratories, (ng. 27p.

Pass (05-Dec-2012)

Pass (05-Dec-2012)

Pass (05-Dec-2012)
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21-Day Screen of Amendment
(Completed by Contractor)

21-day Expireson_, /. /,

Document Part Of: ¢5z7/g
MRID, If Any:__ , 009

Content Scrgen: Recommended to

Pass/Fail
11-3 Review: Passed/Failed/NA
Overall Status:T/a—sj]F ail

Document returned to:

Stevr  Scha bl

46
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Form Approved OMB Nos. 2070-0060; 2070-0057; 2070-0107; 2070-0122; 2070-0164

{";;"‘v; UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
ﬁ%_- 1260 Pennsylvania Avenue, N.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Motiez; The public reponing burder for this colleetion of infonnation is estimaled ta average 1,25 kours per response for registration
und 0.25 Lonrs per response for rerepistration and specinl revievy activitics, ineluding tine for reading the iustructions and completing lhie recessary forms. Send
comnments reearding Lurden cstimate or auy other ispect of dis collection of information, ineluding suggestions for reducing the burden 1o Director, Collection
Strategics Division {28227), U.S. Enviroumental Protection Agency, 1200 Pernsylvouia Avenve, NAY. Washinglon, DC 20460, Do not send the completsd form

to this nddress.

Certification with Respectto Citalion of Daia

ERPA Reglslralion WumberfFile Symbol

Applicant's/Reqlsirant's Mame, Address, and Telephone Number
65331-8

Meria! Limllad, 3238 Salellile Blvd, Duluth, GA 30096

Dale

Aclive Ingredienlls) andfor represenlative lesl comocend{s)
November 18, 2012

Fipronll + Permethrin

Product Name

General Use Patlem(s) {IIst all those claimed for this product using 40 COFR Part 158)
CERTISHIELD for dogs

Indoor, non-food use

NOTE: Wyour produci s a 100% repackaging of another purchased EPA-regislered product labeled for all the same uses on your label, you do nol nead lo
submil this form. You mus! submil the Formulalor's Exemption Slalement {EPA Form B570-27).

!am responding lo a Dala-Call-In Notice, and have included wilh this torm a llsl of companies senl offers of compensation {the Dala Malrix form should
D be used for this purpose).

SECTION L METHOD OF DATA SUPPORT {Check one melhed only)

am uslng the selective method of support {or cite-a!! oplion
under tha selective method), and have !ncleded with this form a
compleled lis! of dala requirements {the Data Malrix form musl be
usad).

I am using the cile-all method of suppor, and have included with this form
D a lis! of companlas sent offers of compensation {the Dala Matriy form
should ba used for his purpose).

SECTION Il: GENERAL OFFER TO PAY

{Required if using the cile-all method or when using the cile-all option under the seleclive method lo salisfy one or more dala reqolremenls]

I:] ! hereby offer and agres lo pay compensallon, lo olhzr persons, with regard lo the approval of thls applicallon, lo the exlen! required by FIFRA.

SECTION IIl: CERTIFICATION

! cerlfy thal this applicatlon for regislration, this form for rereglslralion, or this Data-Call-In response is supporied by all dala submilled or clled In lhe
applicalion for raglstration, the form for reregistration, or the Dala-CalkIn response, In addllion, If (he clle-al! oplion or clle-al! option under the selective method Is
indlcated In Seclion |, Ihis epplication is supporled by all dala In the Agency's files thal {1) concern the properties or sffects of thls product or an identical or
subslanlially simitar product, or one or more of the ingredlents In this product; and |2) Is a lype of dala that would be required lo be submilted under the dala
requirements In effect on the date of approval of (his applicalion If the application sought the Inltlal reglslration of a product ot !dentical or similar composltion and

usSes .

! cerllfy that for each excluslve use sludy ciled In support of ihls reglsiralion or rereg!siralion, thal ! am {he odginal data submiller or thal | have oblained
lhe wrillen permission of the orlginal data submilter lo cile thal sludy,

! certlfy thal for each sludy ciled in suppodt of this regisiration or reregislealion thal is ngl an excluslva use sludy, either; {a) | am the oniginal dala
submiller; {b) | have oblained the permission of the ocAginal dala submiler (o use Ihe Sy in SUPPO of s appacaton. (o) &l FeN0JS Of Eng Lty fof

compensation have expired for the sludy; {d) the sludy is in (he pubficlteraluro; or {) | have notified ln wiiling the company thal submilled the sludy and have
offered {I) lo pay compensalion lo the extent required by sections H{c){1){F) endfor 3{c){2){B) of FIFRA; and {Ijj lo commence negollallons lo determine the

amoun! #nd terms of compensalion, if any, lo be paid for lhe use of the sludy.

L cerlify that In all Instances where an offer of compensallon Is requited, copies of all offers to pay compansalion and avidence of their dellvery In
accordance with secllons 3{c)1)F) and/or 3{c)(2}B) of FIFRA are¢ avallable and will be submillad lo the Agency upon requesl. Should | fall to produce such
evidence lo the Agency upon reques!, ! undersland thal the Agency may Inlllate action 1o deny, cance! or suspend the rapisiration of my product in cenformily willk

FIFRA.

! cortify that (he stalements | have made on this torm and all sttachments to 1t ara true, accurste, and complete. | ecknowladge that any
know!ngly false or misleading statomeant may be punlshable by fino or Imprisonment or both under applicable law,

Slgnalure ey /) - Oate Typed or Printed Nama and Tille
e T — Nov. 19, 2012 | Timothy A. Dolsan, Direclor

EPA Form 8570-34 {12-2003) E}E}rﬂronlc and Paper versions avallable, Submi! only Paper varsion.
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Plesse road Inttructions o reverse befors completing form, Form Approved. OMB No. 3070-0060

. United States Registration OPP ldentifisr Numbor
SZE Environmental Protection Agency X ! Amendment
Washingten, DC 20460 Other
Application for Pesticide - Section |
1. Compeny/Product Number 2. EPA Product Manager 3. Proposed Clossification
Merial Limited/65331-8 Richard Gebkin
4, Company/Product {Name) PME None D Restricted
CERTISHIELD for doas 10
S. Name and Addrass of Applicent finclude ZiP Codo} 6. Expeditad Review. In accordance with FIFRA Section 3(c)(3}
o b)), my product is similar or identical in composition and labeling
Merial Limited to:
3239 Satellite Blvd., Duluth, GA 30096 EPA Reg. No. 2382187
D Chack if this is a new address Product Name Effitix Topical Solution for Dogs
Section - |l
Amendrment - Explain below, D Final printed labols in response to
Agency lottar detod

D Resubmiosion In responso to Agency letter dotod D “Me Tos" Application,

D Notification - Explain bolow. D Othaer - Explain below,

Explanation: Use sdditional pagels) If necessery. |For aection { and Section il.}

Submission of child-resistance and senior adult use effectiveness studies

Section - H

1. Meterial This Product Wil Bs Packsged In!
Unit Packsging Water Soluble Packaging 2. Type of Containar

Child-Resistant Packaging
Yoz* Yoo . Yoe Matat

X} Plostic
[ N LT No Glese

. . i “Yoo" No, per Iif *Yaos* No. per Peper
* Cmﬁc,am’" must Unit Pockaging wgt, container Package wgt container Other ]Spscify]_
be submitted 607, 3and 6 | ;
3. Locetion of Net Contenta Informetion 4. Sizels) Reteil Contsinar 5. Locotion of Labal Olrecuonn
| On Label

D Labal Containar I On Lak-e'mc Arcompanying pmduct
6. Mannsr in Which Label ls Affixed to Product Lithograph Other Printed . < - ¢

apar glu an T

Stongilad e

Section - IV

t. Contact Point [Complete ftems directly befow For identification of individusl to be cantected, if necessary, 1o process this epplicdtion.)
H _,- "
¥ Telsphone Na. {Include Ares Code)

Nems Title
Timothy A. Dotson Director, RANPD 678-638-3313 '

Certification 8 Dcte Apphcatlnn

1 certify that the sistomonts | heve made on this form end all attachments thereto ars true, accyrate and complate. Received

1 acknowladge that any knawingly faloa or mislaeding statamant may be punishable by fine or impriecrunent or {Stamped)

baoth under epplicable law.
2, Slgnature 3, Titla

/i f Z/\ Director, RA NPD
4. Typod Nema 5. Date
Timothy A. Dotson 7 / /G // Z

EPA Form B570-1 IRev. B-24) Prsvious editions aro obzoletoe, Whlts - EPA Flls Copy loriginal) Yallow - Applicant Copy
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PRIA 2 - 21 Day Content Screen Review Worksheet

(EPA/OPP Use Only)
3/23/09
21 Day Screen Start Date: // /Q,;’//Z.
Experts In-Processing Signature: ,@/ Date /(42 7 Fee Paid: Yes _&/
Division management contacted on issues  No Yes Date

EPA Reg. Number: é 5383/ _,% EPA Receipt Date: ,{,r/ﬁ,}%z_

Application Form (EPA Form 8570-1)(link to form) signed & complete
including package type )<

Confidential Statement of Formula all boxes completed, form signed, and _ x
dated (EPA Form 8570-4) (Link to form) ,

a) All inerts (link to http://www.epa.gov/opprd001/inerts/), yes 1o
including fragrances, approved for the proposed uses (see
Footnote A)

Certification with Respect to Citation of Pata (EPA Form 8570-34) (Link to
form) completed and signed (N/A if 100% repack)

<~ >

Certificate and data matrix consistent

If applicant is relying on data that are compensable, is the offer yes | no

to pay statement included. (see Footnote B)

If applicable, is there a letter of Authorization for exclusive use only.

Formulator’s Exemption Statement (EPA Form 8570-27) (Link to form)
4 | completed and signed (N/A if source is unregistered or applicant owns the X
technical)

Data Matrix (EPA Form 8570-35) (Link to form) both internal and external
copies (PR 98-5) (Link to PR 98-5) completed and signed (N/A if 100% >{
repack)

yes | no

a) Selective Method (Fee category experts use)

b) Cite-All (Fee category experts use)

c) Applicant owns all data (Fee category experts use)

5 Copies of Label (link to http://www.epa.gov/eppfeadl/labeling/lrny/)
6 | (Electronic labels on CD are encouraged and guidance is available)( link to
http:/iwww.epa.gov/pesticides/regulating/registering/submissionsfindex._htmstlabels

)
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Is the data package consistent with PR Notice 86-5 (link to PRN 86-5)

Notice of Filing (link fo

http:/fwww.epa.govipesticides/regulating/tolerance petitiens.htm) included
with petitions (Jink to '
http://www.epa.gov/pesticides/regulating/tolerances.htm)

If applicable for conventional applications, reduced risk rationale (link to
http:/Awww.cpa.goviopprd001/workplan/reducedrisk.html)

RS

1¢

Required Data (link to

http://www.epa.gov/pesticides/regulating/data requirements.htm) and/or
data waivers. See Footnote C. ,

a) List study (or studies) not included with application
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C . v -
omments Studies pesyed -3 Cevien.

Y496 00 4

H'a/h"“a’ “ An ¢ - Mg wql Jeny 4 Fhe
_ :6‘ Fart¥y | ¢g e i ,
(8 gu3tat? Dgaldedy SN Cers Forpo s,

had ¢4 deticiency.

~ R-?_Ca;u-?f’/ Copi{vcyed RV r#-

* N/A — Not Applicable

Footnotes

A. During the 21 day initial content review, all CSFs will be reviewed to determine
whether all inerts listed, including fragrances, are approved for the proposed uses. If an
unapproved inert is identified, the applicant must either 1) resolve the inert issue by, for
example, removing the inert, substituting it with an approved inert, submitting
documentation that EPA approved the inert for the proposed pesticidal uses, correcting
mistakes on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3)
withdraw the application. Removing or substituting an inert ingredient will require a new
(CSF and may require submission of data. All information, forms, data and
documentation resolving the inert issue must have been received by the Agency or the
application withdrawn within the 21 day period, otherwise, the Agency will reiect the
application as described below.

To successtully complete this aspect of the 21 day initial content screen, applicants are
strongly encouraged to verify that all inert ingredients have been approved for the
application’s uses even if a product is currently registered by consulting the inert Web

3
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site [link to http://www.epa.gov/opprd001/inerts/lists.html] and if the inert is not
approved, to cbtain the necessary inert approval prier to submitting an application
to register a pesticide product containing that inert ingredient. Some inert
ingredients are no longer approved for food uses or certain types of uses. The name
and/or CAS number on a CSF must match the name and CAS number on this web site.
Simple typographical errors in the name or CAS number have resulted in processing
delays.

[f an inert is not listed on the inert ingredient web site and the applicant believes that the
inert has been approved, the applicant should contact the Inert Ingredient Assessment
Branch (IIAB) at inertsbranchi@epa.gov and resolve the issue. Copies of the
correspondence with I[IAB resolving the issue should accompany the application. All
new inerts except PIP inerts are reviewed by ITAB. The ITAB should also be contacted
for any questions on what supporting data needs to be submitted for and the Agency’s
inert review process. Questions on PIP inerts should be directed to the Chief of
Microbial Pesticides Branch [Link to
htp://www.epa.gov/oppbppdl/biopesticides/contacts_bppd.htm].

When a brand, trade, or proprietary name of an inert ingredient is listed on a CSF,
additional information such as an alternate name of the inert, CAS number or other
information [link to hitp://www.epa.gov/opprd001/inerts/tips.pdf] must also be included
to enable the Agency to determine if it has been approved. Each component of an inert
mixture (including a fragrance) must be identified. In some cases, the supplier of the
mixture or fragrance may need to provide this information to the Agency. Prior to the
Agency’s receipt of an application, applicants must arrange with a proprietary mixture or
fragrance supplier to provide the component information to the Agency or promptly upon
EPA’s request. If the inert ingredients in a proprietary blend (including fragrances)
cannot or are not identified or provided within the 21-day content review period, the
Agency will reject the application.

During the 21 day content review, applicants should submit information to the individual
identified by the Agency when the applicant is informed of an unapproved inert.

Unapproved Inerts Identified on CSFs

All applications except conventional new products and PIPs

Once an unapproved inert is identified on a CSF, the Agency will contact the
applicant with the following options:

1. Cotrect the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

ba

Submit the information and data needed for the Agency to approve the
unapproved inert. If this option is selected and implemented, the Agency may
request an extension in the PRIA decision review timeframe to accommodate
the inert review/approval process;

4
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3. Withdraw the application {the Agency retains 25% of the full fee for the fee
category estimated); or

If none of these options is selected and implemented by the applicant within the
21 day content review period, the Agency will reject the application and retain
25% of the full fee of the category identified.

Conventional New Product Applications

When the Registration Division identifies an unapproved inert on a CSF with an
application for a new product that the applicant has not identified as requiring an
inert approval (R311, R312 or R313), it will contact the applicant with the
following options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert, including any required petition to establish or amend a
tolerance or exemption from a tolerance. (This option may change the PRIA
category for the application, which could require a longer decision review
time and a larger fee. 1f additional fees arc due, they must be received by the
Agency within the 21 day content review period.)

3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of the above options is selected and implemented during the 2 1-day
content-review period, the Agency will reject the application and retain 25% of
the appropriate fee for the new product-inert approval category.

PIP Applications

When the Biopesticide and Pollution Prevention Division identifies an
unapproved incrt on a PIP CSF and a request to approve the inert does not
accompany the application, it will contact the applicant with the following
options:

1. Correct the application by, for instance, correcting the spelling or name of the
inert to that in 40 CFR 174, or providing documentation that the inert has been
approved; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert. If an inert ingredient tolerance exemption petition is
requlired, the petition must be received by the Agency and the B903 fee paid
within the 21 day period. Ifthis option is selected and implemented, the
Agency will discuss harmorizing the timeframe for both actions.

5
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of the above options is selected and implemented during the 21 day
content review period, the Agency will reject the application and retain 25% of
the fee.

B. A policy on documentation of offers to pay is still being developed, however, for a
me-too or fast track (similar/identical) new product, R300 or A530, an application
without the necessary authorizations of offers to pay will be placed into either R301 or
AS31. The Agency recommends that authorizations of offers to pay be submitted with
other PRIA applications to avoid delays in the Agency’s decision.

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers
prior to submitting their application to the Agency. Documentation of such discussions
should be submitted with the study waiver.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTOR, D.C. 20460

November 27, 2012 OFFICE OF CHEMECAL SAFETY
AND PGLLUTION FRESENTION

MERIAL LIMITED
3239 SATELLITE BLVD, BLDG 500, OFFICE 113
DULUTH, GA 30096-4640

Report of Analysis for Compliance with PR Notice 11-03

Thank you for your submittal of 20-NOV-12. Our staff has completed a preliminary analysis
of the material. The results are provided as follows:

Your submittal was found to be in full compliance with the standards for submission of data
contained in PR Notice 11-03. A copy of your bibliography is enclosed, annotated with Master
Record ID's (MRIDs} assigned to each document submitted. Please use these numbers in all future
references to these documents. Thank you for your cooperation. If you have any questions
concerning this data submission, please raise them with the cognizant Product Manager, to whom
the data have been released.
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Tracking

15-Now-2012

Submigsion of child-rasistance and senior adult use effectivenese studiss

ViewsEdit
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49000900

TFimothy A. Dotson
Diractor

Regulatory Affalrs US
Tel: 678-638-3713
Fax: 678-638-3715

3239 Satellite Bivd.

November 19, 2012 Duluth. GA 30096
Mr, Richard Gebken el 678 638 3000

Registration Division

Document Processing Desk

Office of Pesticide Programs (7504P}
U.S. Environmental Protection Agency
Room $-4900, One Potomac Yard
2777 South Crystal Drive

Arfington, VA 22202

SUBJECT: CERTISHIELD™ for dogs, EPA Reg. No. 65331-8
Submission of New Child-Resistance and Senior-Adult Use Effectiveness
Data

Dear Mr. Gebken:

Merial is hereby submitting child-resistance (CR) and senior-adult use effectiveness
studies (SAUE) for CERTISHIELD for dogs, in response to the agreement in the EPA
meeting with you and Ms. Rosalind Gross held on 13Junl2, and in the EPA letter dated
03Augl2 (attached). Based on the agreements in the meeting, Merial is providing the
following studies’:

e Derritt Contract No. 1365-111: Child-Resistance Effectiveness test for 4 ml size
pipette filled with water in a single pouch with the same Senior Adult
Effectiveness (SAUE) directions used in testing EPA Reg. No. 65331-7

o Perritt Contract No. 13653-111: Senior Adult Effectiveness test for 4 ml size
pipette filled with water in a single pouch with the same Senior Adult Use
Effectiveness (SAUE) directions used in testing EPA Reg. No. 65331-7

e Perritt Contract No. 1365-110: Child-Resistance Effectiveness test for 6 mil size
pipette filled with water as two “three pouch cards” (6x) with the same Senior
Adult Effectiveness (SAUE} directions used in testing EPA Reg. No. 65331-7

« Perritt Contract No. 13653-110: Senior Adult Effectiveness test for 6 ml size
pipette filled with water as two “three pouch cards” (6x) with the same Serior
Adult Use Effectiveness (SAUE) directions used in testing EPA Reg. No. 65231-7

The following table summarizes the results of all 4 studies:

Test Study No, Presentation Size o .
| Effectivaness
CRE 1365-111 1x 4 ml 136.9
SAUE 1365-111 1x 4 mi | 35,0
CRE 1365-110 6x 6 ml 98.0
SAUE 1365-110 6x &6 ml 99.0 ]

! Derived from 13Junl2 meeting minutes; not actuat study titles,

Meriat Limited is a company Gmited by shares registesed in Engtand and Wales (registered number 3332751} with a registerad office at PO Hox 327
Sandringham House, Sandringham Avenue, Harlow Business Park. Harlow, Essex CM19 50A. England, and domestitated in Delaware, USA a2 Merial LEC.
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Although Merial requested registration of a 1x hanging card, we are hereby withdrawing
that presentation for this product. Merial will only [aunch the 3x and 6x pipette
presentations.

All 4 studies passed and provided high scores {96.0%) for both child-resistance and
senior-aduilt use effectiveness. Based on these resuits, Merial believes the data is
sufficient to “bridge” to the remaining presentations and sizes, which include the 3x
presentation (all sizes: 1, 2, 4 and 6 mil), and the 1, 2 and 4 ml sizes of the 6x
presentation.

In addition to the changes necessitated by the new CR/SAUE studies for instructions for
opening, we have aiso made the foliowing changes to the Master and facsimile labels in
conformance with the registration letter and label comments (11May12), and the latest
EPA-approved label for EFFITIX for dogs (dated 28Augl2; EPA Reg. No. 2382-187). We
have also incorporated changes based on the EPA’s Spot-On Advisory:

« Removed the statement, “Available [through veterinarians]{from a licensed
veterinary professional][from a licensed veterinarian];

+ Added a placeholder for a Track & Trace 2-D data matrix used to track product
inventory;

« Added Net Contents to the label;

» Reconfigured the label so that critical information such as precautionary

statements and First Aid can be visualized more easity—placing this information

on the back of the primary carton.

o This necessitated moving other information to other parts of the labeling,
but only when in compliance with the Label Review Manual;

Deleted alt references that pertain to immature fiea stages;

Added “sarcoptic mange mites” to all references of mites;

Removed all references to Hepatozoonosis;

Changes made in relation to the revised EFFITIX for dogs (EPA Reg. 2382-1787)
label:

o Changed the Small dog weight range to conform to the latest EFFITIX for
dogs label (EPA Reg. No. 2382-187), from “Up to 22.9 Ibs.” to *11-22.9
tbs.”. This is also in conformance with the EPA’s spot-on advisory;

o Included the new age limit of 8 weeks or oider for dogs and puppies;

+ Updated other aspects of the labeling to conform to the EPA’s spot-on advisory;
« Added approved marketing text on label; and,
« Other grammatical changes as needed.

& & & @

Please note that the latest version of the Master text fabel submitted to Bonaventure
Akinfosotu was dated 10May12. A copy of this iabel is being provided in this submission.

Volume 1 of this submission inciudes a cover letter, copy of the Application form {8570~
1) and PRIA check, Transmittal Document, Data Certification form, Data Matrix, a zhild-
resistant packaging (CRP) certification statement for all presentations wnd sizes, 1 copy
of the current Master text label (dated 10May12), 5 copies of the revised Master text
tabel (including 1 hightlighted copy?) with the updated section on Instructicns for Obening
and other changes consistent with the EPA’s spot-on advisory (version dated 19Ncv1Z),
1 copy of the Master facsimile labeling representing each size (S, M, i. and XL, w@d
presentation (Note: only the 3x presentation will be faunched at this time®), and 3 copies
of each final study report.

2 Note: Deleted text not highlighted.
* The final printed labeling for alt sizes and presentations wilt be submitted prior to launch.
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Merial anticipates that this submission will have PRIA category R340, AMENDMENT
REQUIRING BDATA REVIEW WITHIN RD (E.G., CHANGES TO PRECAUTIONARY LABEL
STATEMENTS). This category provides for a 4-month statutory review time. A fee of
$3,617 is being remitted now in the form of a check payable to the US EPA. A copy of

the check is included in this submission.

Thank you for your assistance in this matter. Please call me at 678-638~3713 (email at
Timothy.Dotson@Merial.com) if you have any questions regarding this submission.

Sincerely,
I "I %\\“"

Timothy A, Dotson
Director
Regulatory Affairs NP US
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Submitter:

TRANSMITTAL DOCUMENT

Merial Limited
3239 Satellite Blvd.
Duluth, GA 30096-4640

Regulatory Action: Submission of New Child-Resistance and Senior-Adult Use
Effectiveness Studies for EPA Reg. No. 65331-8

Transmittal Date:

List of Submitted Voiumes:

November 19, 2012

VCLUME Guideline TITLE MRID NO,
1of4 NA Administrative Materials
20f4 NA Transmittal Document
30f 4 40 CFR PART 157, | Perritt Contract No, 1365-110:
SUBPART B Evaluation of the Fold OQver Tear or 49000
Scissors Blister with FLARE 6x (XL) 901
Pipette as a Poison Prevention Package
for Merial Limited
4 of 4 40 CFR PART 157, | Perritt Contract No. 1365-111;
SUBPART B Evaluation of the Fold Over Tear or 49000902

Scissors Blister with FLARE 1x (L)
Pipette as a Poison Prevention Package
for Merial Limited

Company Official:

Company Name:

Company Contact:

Email:

Name Signatur rfate
Merial Limited

Timothy A. Dotson 678-638-3713
Name Phone

timothy.dotson@mertal.com

Page 2 of 2
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Application Deficiency (65331-8)

Tracy Jackson io: Timothy.Dotson 11/28/2012 10:45 AM
Frorn: Tracy Jackson/DCAISEPAMUS
To. Timothy.Dotson@Merial.com

Dear Mr. Dotson,

| am conlacting you regarding your submission of Certishield for Dogs ({65331-8). There was a deficiency
found in the application packet.

Application Deficiency :
- On the Certification with Respect to Citation of Data {form 8570-34), under Section I: Method of Data
Support. The box on the right should be checked.

Please send a corrected form 1o jackson.tracy @epa.gov

If you have any questions | can be reached at 703-308-7227

Thank you

Tracy Jackson
Macfadden/EPA Contractor
2777 S. Crystal Drive
Arlington, VA 22202
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

P ) WASHINGTON, D.C. 20460
N ¢
x LY
%,
“n J!urccﬂe-c'(df
November 21, 2012
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

OPP Decision Number: D-472190

EPA File Symbol or Registration Number: 65331-8
Product Name: TRADENAME FOR DOGS

EPA Receipt Date: 20-Nov-2012

EPA Company Number: 65331

Company Name: MERJAL LIMITED

DPR. KAREN C. CUNNINGHAM
MERIAL LIMITED
HEAD, REGULATORY AFFAIRS LIFECYCLE MANAGEMENT US

3239 SATELLITE BLVD, BLDG 500, OFFICE 113
DULUTH, GA 30096-4640

SUBJECT: Receipt of Registration Amendment Subject to Registration Service Fee

Dear Registrant:

The Office of Pesticide Programs has received your amendment and certification of
payment. If you submitted data with this application, the results of the PRN-2011-3 screen will
be communicated separately, During the administrative screen, the Office of Pesticide Programs

has determined that this Action is subject to a Pesticide Registration Service Fee as defined in
the Pesticide Registration Improvement Act.

The Action has been identified as Action Code: R340

AMENDMENT;NON-FAST TRACK;REVIEW WITHIN RD, E.G. PRECAUTIONARY
LABELING;

No additional payment is due at this time.

H you have any questions, please contact the Pesticide Registration Service Fee

Ombudsman at (703) 308-9362.

I*Zront End Processing Staff
Information Technology & Resources Management Division
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| K
Fee for Service] 19270191~

This package includes the foliowing for Division
© New Registration ©AD
0
® Amendment BPPD
®RD
“Studies? Y Fee Waiver? _
_ , Risk Mgr. 10
“'volpay % Reduction: __
Receipt No. S-| 927019
EPA File Symbol/Reg. No. 65331-8
Pin-Punch Date: 11/20/2012

T —Action Code: | Parent/Child Decisions: |

Requested: '\ZEL[D
Granted: v 34 0
Amount Due: $ 2{,17.00

inert Clear c{foflnt%nded Use Uncieared Inert in Product
Reviewer: D A\ //\/[% Date: g(/g{ i
Remarks:
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Print Letier

Enter More Information ;;

Tracking

View/Edit Mé.
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MERIAL LIMITED Vendor Name ENVIRONMENTAL PROTECTION

115 Trans Tech Drive AGENCY
Athens, GA 30501 Check Date 08-Nov-2012 Vender Number 6830
invoice invoice Date Deascription Discount Net Amount

151516 06-Nov-2012 RE: FLARE CR/SAUE data 0.00 3,617.00

EAA Ka7. We. ©53%1 -3

TOTAL 0.00 3,617.00

*Commercial/financial information may be entitled to confidential treatment*

Check Number 569838
Chibank, NLA. 62-20
One Penn's Way n
New Cegila DE 19720
MERIAL LIMITED ' Check Date Check Amount
115 Trans Tech Drive
Athens, GA 30601 09-Nov-2012 831617.00
{706) 548-9292
Pay Three Thousand Six Hundred Seventeen and 00/100 Dollarg*™*******
£
To The ENVIRONMENTAL PROTECTION AGENCY
Of US BANK GOVERNMENT LOCKBOX 978074
1005 CONVENTION PLAZA SL-MO-C2-GL
ST LOUIS, MO 63197 oSS G N\ -madd

AMOUNT ONEH $10,000.00 REQUIRE TWO SIGNATURES
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Timoathy A, Potson
Director

Regulatory Affalrs US
Tel: 678-638-3713
Fax: 678-638-3715

R L]y

3239 Satellite Blvd.
November 19, 2012 Duluth. GA 30096
Mr. Richard Gebken Tal. 676 638 3006

Registration Division

Document Processing Desk

Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Room S$-4800, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202

SUBJECT: CERTISHIELD™ for dogs, EPA Reg. No. 65331-8
Submission of New Child-Resistance and Senior-Adult Use Effectiveness
Data

Dear Mr. Gebken:

Merial is hereby submitting child-resistance (CR) and senior-adult use effectiveness
studies (SAUE) for CERTISHIELD for dogs, in response to the agreement in the EPA
meeting with you and Ms. Rosalind Gross held on 13Junl2, and in the EPA letter dated
03Augl2 {attached). Based on the agreemenis in the meeting, Merial is providing the
following studies®:

s Perritt Contract No, 1365-111; Child-Resistance Effectiveness test for 4 mi size
pipette filled with water in a single pouch with the same Senior Adult
Effectiveness (SAUE) directions used in testing EPA Reg. No. 65331-7

¢« Perritt Contract No. 1365-111: Senior Adult Effectiveness test for 4 ml size
pipette filled with water in a single pouch with the same Senior Adult Use
Effectiveness (SAUE) directions used in testing EPA Reg. No. 65331-7

+ Perritt Contract No. 1365-110: Child-Resistance Effectiveness test for 6 ml size
pipette filled with water as two “three pouch cards” (6x) with the same Senior
Adult Effectiveness {SAUE} directions used in testing EPA Reg. No., 65331-7

e Perritt Contract No. 1365-110: Senior Adult Effectiveness test for 6 mi size
pipette filled with water as two “three pouch cards” (6x) with the samegé:";-'eréior
Adult Use Effectiveness (SAUE) directions used in testing EPA Reg. No., 65331-7

e Ly
B L pnn s 3

The following table summarizes the results of all 4 studies: R z
Test Study No. Presentation | Size b
_Effectivanéss
CRE 1365-111 1x 4 ml 36.9 .
SAUE 1365-111 1x 4 mi I980 . o
CRE 1365-110 6x 6 mi 98.0  "°°
SAUE 1365-110 6x & ml 95.0 N

! Derived from 133un12 meeting minutes; not actual study titles.

Meriat Limited is a company Emiled by shares registered in England and Wales Iregistered number 3332751t with a registered office at PO Box 327

www mertal.com
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Sandringham House, Sandringham Avenue, Harlow Business Park. Harlow, Essex CH19 504, England, and domestitated in Delaware, USA as Merial LLE. 6 6



Although Merial requested registration of a 1x hanging card, we are hereby withdrawing
that presentation for this product. Merial will only faunch the 3x and 6x pipette
presentations.

All 4 studies passed and provided high scores (296.0%) for both child-resistance and
senior-adult use effectiveness. Based on these resufts, Merial believes the data is
sufficient to “bridge” to the remaining presentations and sizes, which incfude the 3x
presentation (all sizes: 1, 2, 4 and 6 ml), and the 1, 2 and 4 ml sizes of the 6x
presentation.

In addition to the changes necessitated by the new CR/SAUE studies for instructions for
opening, we have also made the folfowing changes to the Master and facsimife labels in
conformance with the registration letter and label comments (11May12)}, and the latest
EPA-approved label for EFFITIX for dogs {dated 28Augl2; EPA Reg. No. 2382-187). We
have also incorporated changes based on the EPA’s Spot-On Advisory:

« Removed the statement, “Available [through veterinarians][from a Ilicensed
veterinary professional][from a licensed veterinarian];
s Added a placeholder for a Track & Trace 2-D data matrix used to track product
inventory;
+ Added Net Contents to the label;
« Reconfigured the label so that critical information such as precautionary
statements and First Aid can be visualized more easily—placing this information
on the back of the primary carton.
o This necessitated moving other information to other parts of the labeling,
but only when in compliance with the t.abel Review Manual;
Deleted all references that pertain to immature flea stages;
Added “sarcoptic mange mites” to all references of mites;
Removed all references to Hepatozoonosis;
Changes made in relation to the revised EFFITIX for dogs (EPA Reg. 2382-1787)
label:
o Changed the Small dog weight range to conform to the latest EFFITIX for
dogs label (EPA Reg. No. 2382-187), from "Up to 22.9 Ibs.” to "11-22.9
Ibs.”. This is also in conformance with the EPA’s spot-on advisory;
o Inciuded the new age limit of 8 weeks or older for dogs and puppies;
o Updated other aspects of the fabeling to conform to the EPA’s spot-on advisory;
¢ Added approved marketing text on label; and,
o Other grammatical changes as needed.

o« 0 8 w0

Please note that the latest version of the Master text label submitted to Bonaventure
Akinlosotu was dated 10May12, A copy of this [abel is being provided in this submission.

Volume 1 of this submission includes a cover letter, copy of the Application form (8570~
1) and PRIA check, Transmittal Document, Data Certification form, Data Matrix, a child-
resistant packaging {CRP) certification statement for all presentations znd; sizes, 1 copy
of the current Master text label (dated 10May12), 5 copies of the revised ‘Master text
label (including 1 highlighted copy?) with the updated section on Instructicns for Opening
and other changes consistent with the EPA’s spot-on advisory (version dated 19Ncv1Z),
1 copy of the Master facsimile labeling representing each size (S, M, i and Xt und
presentation (Note: only the 3x presentation will be launched at this time®), and 3 copies
of each final study report.

Z Note: Deleted text not highlighted,
3 The final printed labeling for all sizes and presentations will be submitted prior to launch.
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Merial anticipates that this submission will have PRIA category R340, AMENDMENT
REQUIRING BDATA REVIEW WITHIN RD (E.G,, CHANGES TO PRECAUTIONARY LABEL
STATEMENTS}. This category provides for a 4-month statutory review time, A fee of
$3,617 is being remitted now in the form of a check payable to the US EPA. A copy of
the check is included in this submission.

Thank you for your assistance in this matter. Please call me at 678-638-3713 (emaii at
Timothy.Dotson@Merial.com) if you have any questions regarding this submission.

Sincerely,
Y —

Timothy A. Dotson
Director
Regulatory Affairs NP US
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TRANSMITTAL DOCUMENT

Submitter:

Merial Limited

3239 Satellite Bivd.
Duluth, GA 30096-4640

Regulatory Action: Submission of New Child-Resistance and Senior-Adult Use
Effectiveness Studies for EPA Reg. No. 65331-8

Transmittal Date:

List of Submitted Volumes:

November 19, 2012

VOLUME Guideline TITLE MRID NO.
iof4 NA Administrative Materials
2of 4 NA Transmittal Document
30f4 40 CFR PART 157, | Perritt Contract No, 1365-110;
SUBPART B Evaluation of the Fold OQver Tear or
Scissors Blister with FLARE 6x {XL.)
Pipette as a Poison Prevention Package
for Merial Limited
4 of 4 40 CFR PART 157, | Perritt Contract No. 1365-111:
SUBPART B Evaluation of the Fold Qver Tear or
Scissors Blister with FLARE 1x (L)
Pipette as a Poison Prevention Package
for Merial Limited

Company Official:

Timothy A. Dotson ,,,,«—'

ﬂ)p/,\/ )9 40130 -

Name

Company Name:

Timothy A, Dotson

Slgnatur Bate

Merial Limited

678-638-3713

Company Contact:
Name
Email:

Phone

timothy.dotson@merial.com
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W,
WASHINGTON, D.C. 204690

Fom Approved OME No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and (.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection
of information, including suggestions for reducing the burden to: Director, QPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460,

Do not send the form to this address.

DATA MATRIX
Date November 19, 2012 EPA Reg. No.fFile Symbol 65331-8 Page t of t
Applicant’s/Registrant's Name & Address Product
Mesial Limited, 3239 Satellite 8lvd, Duluth, GA 30096 CERTISHIELD™ for dogs
ingredient : Fipronil + Permethrin
Guideiine Reference Number Guideline Study Name MRiD Number Submitter Status Note
40 CFR PART 157, SUBPART B CRISAUE TESTING ~ 1x {L.) MERIAL OWN
40 CFR PART 157, SUBPART B CR/SALE TESTING — 8% {XL) MERIAIL OWN
Signature g - ' MName and Title Date
.......... — ) 2/a /)
e e ﬂ i %\N Timothy A. Dotson, Direclor, Reg. Affairs US aetd ?/ / Z

EPA Form 8570-35 (979?} Electronic and Paper versions available. Submit only Paper version,

Agency Internal Use Copy
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Form Approved OMB No. 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, SW.
WASHINGTON, D.C, 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average G.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection

of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S, Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460.
Bo not send the form to this address.

DATA MATRIX
Date November 19, 202 EPA Reg. No./File Symbol 65331-8 Page tof t
Applicant's/Registrant's Name & Address Product
Merial Limited, 3238 Satellite Blvd, Duluth, GA 30086 CERTISHIELO™ for dogs
ingredient:: Fipronil + Permethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Stalus Note
MERIAL OWN
MERIAL OWN
Signature - ' T LT BT © Name and Title Date
..-«f’""mf:*‘-a / ﬂ ‘:} s “ H “ | ” Timothy A. Dotson, Director, Reg. Affairs US 4 ?'/ /7 / / A
EPA Form 8570-/‘!»5 (8-97) Electronic and Paper versions available, Submit only Paper version. Public File Copy
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Reason to Issue: Product Registration Date:; 11/19/12
Supersedes: 05/10/12

Draft Master Label
Includes label text for four different applicator sizes corresponding to four dog weight
ranges, and including a 3x and 6x applicator presentation. Optional text appears in
brackets.

(For alternate marketing text tc use on carton and insert, see pages 11-16)

(CARTON FRONT PANEL)

[31i6]
manthly
CERTISHIELD™ for dogs dose(s)
[From the makers of FRONTLINE®]
Picture of
representative
size dog

[Fast-Acting, long-lasting control of fleas, ticks, lice, biting flies and mosquitoes for use on (Dogs
& Puppies ONLY 8 weeks or older and 11-22.9 [bs.)

(Dogs ONLY 23 ~ 44.G [bs.)

(Dogs ONLY 45 - 88.9 [bs.)

(Dogs ONLY 89 ~ 132 Ibs.)

KEEP OQUT OF REACH OF CHILDREN

CAUTION
For First Aid and other precautionary statements, refer to product package insert.
READ THE ENTIRE LABEL BEFORE EACH USE

ACTIVE INGREDIENTS

FIPronil. ..o e s 5,0 1%
Permethrln* ceerermnerreneers s e 4. 8 8%
OTHER INGREDIENTS crrereerirnrr e . 49.11%
TOTAL......ooiiiiee e e 100.0%

*cis-trans ratio: max. 55% (+/-) cis and min. 45% (+/-) trans

Net Contents: 3-[0.102 fl. oz. (3.0 ml), 0.204 fl, oz. (6.0 ml), 0.405 fl. oz: "-1-7 9 m[) 0559 fl.
0z. {18.0 ml)]

(36.0 mi)]

Do Not Use on | [1.5x 1.5 cm] "|"irack,._& Trace: |
Cats N :
Pictogram | 0O NOT USE ON CATS

Page 1 of 16
72



Reason to Issue: Product Registration Date; 11/19/12
Supersedes: 05/10/12

(CARTON BACK PANEL)
CERTISHIELD™ for dogs

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS and DOMESTIC ANIMALS

HAZARDS TO HUMANS

Harmful if swallowed or absorbed through the skin. Causes eye irritation. Avoid contact with
skin, eyes, or clothing. Wash hands thoroughiy with soap and water after handiing and before
eating, drinking, chewing gum, using tobacco, or using the toilet.

HAZARDS TO DOMESTIC ANIMALS
For external use on dogs ONLY.

DO NOT USE ON CATS PICTOGRAM [1.5x 1.5 ¢cm]

DO NOT USE ON CATS ~ IF INGESTED BY A CAT THAT HAS ACTIVELY GROOMED A
RECENTLY TREATED DOG, THIS PRODUCT MAY HMAVE SERIOUS HARMFUL EFFECTS. IF THIS
OCCURS, CONTACT YOUR VETERINARIAN IMMEDIATELY.

Do not use on puppies under 8 weeks of age or weighing less than 11 ibs. Individual
sensitivities, while rare, may occur after using ANY pesticide product. Dogs may experience
some temperary irritation at the site of product application. If signs of sensitivity occur, bathe
your pet with mild soap or shampoo and rinse with farge amounts of water. If signs of sensitivity
occur and persist, contact a veterinarian immediately. If your dog has an unusual reaction to the
initial application, consult a veterinarian before repeating application. Certain medications can
interact with pesticides. Consult a veterinarian before using on medicated, debilitated, aged,
pregnant or nursing dogs, or animals known to be sensitive to pesticide products. Cail 1-800-
660-1842 for 24-hour assistance.

FIRST AID

IF SWALLOWED: + Call a poison control center or doctor
immediately for treatment advice.

+ Have a person sip a glass of water if abie to
swailow.

+ Do not induce vomiting uniess told to do so
by a poison controi center or doctor.

» Do not give anything by mouth tc an .
unconscious person.

IF IN EYES: » Hold eye open and rinse. clowly ald gently
with water for 15-20 minutes.

« Remove contact lenses, if present, after the
first 5 minutes, then cortinue rinsing:éye,

¢ Cail a poison control cemter or uoctor for

treatment advice,

IF ON SKIN OR CLOTHING: e Take off contaminated uothmg

o Rinse skin immediately with p%enty of water
for 15-20 minutes.

+ Call a poison control center cr c‘nt.tor for
treatment advice.

Have product container or label with you when calling a poison control center or
doctor, or going for treatment, or call 1-800-660-1842 for 24-hour assistance.

Page 2 of 16 73



Reason to Issue: Product Registration

Date: 11/19/12

Supersedes: 05/10/12

Merial Limited
3239 Satellite Blvd.
Duluth, GA 30096-4640, USA

EPA Reqg. No. 65331-8
EPA Est. No. 65331-FR-2

{(CARTON BACK PANEL)}{CONT'D.)

MADE IN FRANCE

Page 3 of 16

Satisfaction
Guaranteed
Graphic

Please call our experts at
1-800-660-1842 if you have any
questions or comments about flea,
tick, mosquito, biting fly and lice
control or CERTISHIELD™.
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Reason to Issue: Product Registration Date: 11/19/12
Supersedes: 05/10/12

(CARTON INSIDE FRONT PANEL)

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in any manner inconsistent with its labeling. Do
not alfow children to apply product. TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE
LABEL AND DIRECTIONS BEFORE EACH USE, FOLLOW ALL DIRECTIONS AND PRECAUTICNARY
STATEMENTS CAREFULLY, FOR EXTERNAL USE ON DOGS CNLY. DG NOT USE CN CATS OR
RABBITS. DO NOT USE OGN GTHER ANIMALS.

DO NOT USE ON CATS.

FOR EXTERNAL USE ON DOGS and PUPPIES ONLY. Do not use on dogs or puppies under 8
weeks of age or weighing fess than 11 fbs. Do not split applicators between dogs. Do not use
multiple applicators on one dog. Weigh your dog to be sure you are applying the right dose
formulated for the weight of your dog. Overdosing your dog can result in serious illness. Do not
bathe your dog within the first 24 hours after the product has been apglied.

If your dog is exhibiting signs of and/or is being treated for skin problems, talk to your
veterinarian before applying any topical flea and tick control product. Do not apply more often
than once a month.

For use in DOGS and PUPPIES 8 weeks old or older. To repel and kill fleas, ticks, and
mosquitoes; to kill chewing lice and to aid in control of sarcoptic mange mites; to repel and
prevent blood feeding by biting flies, Apply monthly according to the following directions:

APPLICATION DIRECTIONS
(Instructions for the 3x/6x Carton}:

How to Apply CERTISHIELD™ for dogs

Step 1: TO REMOVE Applicator: Prior to opening, separate one blister by tearing along
perforation.

Step 2. TO OPEN, use scissors to cut along dotted line of single blister, then pull apart foil and
remove the applicator. QR fold on line at corner, tear and open at slit and remove the applicator,
Step 3: HOLD Applicator Upright away from you and your pet's face, cut applicator tip to
open. Do not get the product in your dog’s eyes or mouth.

Step 4: Apply CERTISHIELD™

Part dog’s hair until skin is visible. Place applicator tip directly against exposed skin. For small
dogs and puppies {8 weeks or older} and weighing 11-22.9 lbs.: Deposit entire contents by
squeezing the entire applicator contents onto dog’s skin, at a single site, between the choulder
blades. For medium dogs 23-44.9 lbs or large dogs 45-88.9 lbs.: Apply the product evenfy to
second and third spots, squeezmg the applicator until empty. For extra- Iargl.' dogs 89 132 Ibs.:
Apply the product evenly to four spots on the dog's back, starting between the shoulder blades
and continuing on to the second, third and fourth spots, squeezing the appiuator until ‘empty.
Ensure that CERTISHIELD™ for dogs is not appfied superficially on dog’s halr o

Page 4 of 16
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Reason to Issue: Product Registration Date: 11/18/12
Supersedes: 05/10/12

(CARTON INSIDE FLAPS)

CERTISHIELD™ for dogs
Repels and kills fleas, ticks, mosquitoes, and biting flies, and kills chewing lice for up to a month.

Fleas do not have to bite to die.

CERTISHIELD™ for dogs provides efficacy against fleas and ticks with a rapid onset of activity
in as little as & hours. The active ingredients in CERTISHIELD™ provide for fast acting and long-
lasting control of fleas, ticks, chewing lice and mosquitoes on dogs.

[PICTOGRAMS (icon with slash through)]
Adult Flea

Adult Tick

Chewing Lice

Mosquitoes

Biting Flies

Sarcoptic mange mites

®EFRONTLINE is a registered trademark, and ™CERTISHIELD is a trademark, of Merial.
©2012 Merial Limited, Duluth, GA.
All rights reserved,
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Reason to Issue: Product Registration Date: 11/19/12
Supersedes: 05/10/12

(PACKAGE INSERT FRONT)

CERTISHIELD™ for dogs

For use ONLY on dogs and puppies 8 weeks or older

Convenient, fast-acting, long-fasting spot-on for treatment and control of fieas, ticks,
mosquitoes, biting flies and chewing lice

ACTIVE INGREDIENTS

FIpronil. e e 8.019%
Permethrin® . ... isreee e 44.88%
OTHER INGREDIENTS..........cccocvevem, .49.11%
TOTAL.. ..100.0%

*cisftrans ratzo max SS% (:i:) cis and min 45% (:i:} trans

KEEP OUT OF REACH OF CHILDREN
CAUTION

See Carton for First Aid and Precautionary Statements.

CERTISHIELD™ for Dogs
Repels and kiils fleas, ticks, and mosquitoes; repels biting flies and kiils chewing lice
s+ Repels and prevents biood feeding by biting flies and mosguitoes for up to a month
+ Persistent efficacy through 30 days
e FEffectively stops existing infestations and prevents re-infestations of fleas, ticks and
chewing lice
o Rapidly kiiis ticks which may transmit Lyme disease, Rocky Mountain spotted fever,
Anaplasmosis, Babesiosis, canine Ehrlichiosis or cause tick paralysis
+ Starts rapidly killing fleas in as little as 6 hours, and ticks for an entire month, inciuding
Deer ticks, Brown Dog ticks, American Dog ticks, and Lone Star ticks
+ Kilis fleas which may cause flea aliergy dermatitis

e Kiils fleas that may transmit bartoneliiosis, turalemia and tapeworm

¢ Repels and kills mosquitoes which may be a vector of Do not use on cats
heartworm (Dirofilaria irnmitis) for one month pictogram

e Aids in control of sarcoptic mange infestations

e Can be used on dogs and puppies 8 weeks or older DO NOT USE ON CATS

¢ Fast-acting [1.5 x 1.5 cm]

o Convenient to use

DIRECTIONS FOR USE :

It is a violation of Federai law to use this product in any manner inconsistent with its Iabehng Do
not allow children to apply product. TO PREVENT HARM TO YOU AND YOUR DOG, FEAZ ENTIRE
LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS 4AND PRELAUT{ONARY
STATEMENTS CAREFULLY. FOR EXTERNAL USE ON DOGS ONLY. DO NOT L'SE ON CATS OR
RABBITS. DO NOT USE ON OTHER ANIMALS.

DO NOT USE ON CATS

FOR EXTERNAL USE ON DOGS ONLY. Do not use on dogs or puppies undcr 8 weeks of age or
weighing less than 11 ibs. Do not split pipettes between dogs. Do not use multiple pijettes on
one dog. Weigh your dog to be sure you are applying the right dose formulated for the weight of
your dog. Overdosing your dog can result in serious iliness. Do not bathe your dog within the
first 24 hours after the product has been applied. If your dog Is exhibiting signs of and/or is
being treated for skin problems, talk to your veterinarian before applying any topicaf flea and
tick controf product.

Page 6 of 16 77



Reason to Issue: Product Registration Date: 11/19/12
Supersedes: 05/10/12

{PACKAGE INSERT BACK)

{Open the child-resistant packaging according to the instructions found on the inside front panel
of the carton)

FREQUENCY OF APPLICATION

Fleas, ticks, and chewing lice infestations can be controlled with monthly applications of
CERTISHIELD™ for Dogs. Biting flies and mosquitoes are repelled by CERTISHIELD™ for
Dogs.

CERTISHIELD™ for Dogs can start killing adult fleas within 6 hours and lasts for up to three
months. Apply monthly if your dog has fleas that may cause flea allergy dermatitis (FAD), or if
re-infestation is likely.

CERTISHIELD™ for Dogs can kill ticks for at least a month. Apply monthly where tick control is
consistently needed.

CERTISHIELD™ for Dogs can kill biting and chewing lice for up to a month. Apply monthly
where [ice control is consistently needed.

CERTISHIELD™ for Dogs aids in the control of sarcoptic mange.

When applied monthly, CERTISHIELD™ for Dogs repels and prevents blood feeding by biting
flies and mosquitoes for up to a month.

Wait at least 30 days before re-application of CERTISHIELD™ for Dogs. Avoid contact with
treated area until dry. CERTISHIELD™ remains effective even after bathing, water immersion,
or exposure to sunlight. A monthly application of CERTISHIELD™ kills and repels fleas, all
stages of ticks, mosguitoes, biting flies, and chewing lice. Do not apply more than once a month.
Research demonstrates that CERTISHIELD™ remains effective even after bathing, water
immersion, or exposure to sunlight.

PESTICIDE STORAGE AND DISPOSAL

Do not contaminate water, food, or feed by storage and disposal.

STORAGE. Store unused product in original container only in a cool dry place, out of reach of
children and animals.

PESTICIDE DISPOSAL. If partly filled: Call your local solid waste agency or 1-800-CLEANUP
for disposal instructions. Never place unused product down any indoor or outdoor drain.
CONTAINER DISPOSAL. If empty: Nonrefillable container. Do not reuse or refill this
container. Place in trash or offer for recycling, if available.

How Supplied

For easy and convenient application, CERTISHIELD™ for dogs is available in sizes for small dogs
& puppies ONLY 8 weeks or older and 11-22.9 Ibs., medium dogs 23-44.9 |bs., large dogs 45-
88.9 Ibs., and extra-large dogs 89-132 |bs. S
WARRANTY

Seller makes no warranty, expressed or implied, concerning the use of thls P oduct other than
indicated on the label. To the extent consistent with applicable law, buyer assumes ali risk of use
and handling of this material when such use and handling are contrary to the lanel instructions.

Questions or Comments?
Caii: 1-800-660-1842,
Monday-Friday, Bam-8pm EST

EPA Reg. No. 65331-8

Merial Limited CERTISHIELD™ is 2 trademark of Merial.
3239 Satellite Bivd, ©2012 Merial Limited, Duluth, GA.
Duluth, GA 30096-4640, USA All rights reserved,
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Reason to Issue: Product Registration Date: 11/198/12
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{COMPLIANCE CARD) )
Tick
(FRONT) pictogram
See other side for more
Pipette Adult flea
CERTISHIELD™ for dogs pictogram pictogram

Some tips and other information:

DO NOT USE ON CATS.
Chewing lice

To successfully control fleas, ticks, chewing lice, mosquitoes, biting flies and sarcoptic pictogram
mange mites, all dogs must be treated with their own dose of CERTISHIELD™,

Apply according to label instructions, ensuring the product is applied to the skin. Do not apply on
top of the haircoat. It may be helpful to remove the collar before application, so it doesn’t absorb
the product.

Remember, your dog needs to be dry at the time CERTISHIELD™ is applied and remain dry 24

hours after application. Mosquito
Verify applicator is empty after applying to your dog. pictogram
Even indoor dogs need flea and tick control because you or other dogs in the household
may bring fleas and ticks into the home. Biting fly
pictogram
(BACK)
Do not use on
Calendar reminder stickers Cats pictogram

To ensure continued protection of your dog, use these stickers as a reminder to apply and re-
purchase CERTISHIELD™,

After treating your pet for the first time, peel off the sticker and place on your calendar that day.

Place the remaining stickers on your calendar as a reminder to apply CERTISHIELD:"“‘ monthly.

: - |
Don’t forget to re-purchase! 5 stickers that read “Apply

CERTISHIELD™", with the 6" sticker

& months “Re-purchase CERTISHIELD™"

Use all 6 stickers

QUESTIONS? Contact your veterinarian or call our technical experts at 1-8001‘-55‘048{12,: :
Monday-Friday, 8am-8pm. For mere information, visit www.CERTISHIELD™.com. -~ -

CERTISHIELD™ is a trademark of Merial.
©2012 Merial Limited, Duluth, GA. All rights reserved.
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Supersedes: 05/10/12

(LABEL ON INDIVIDUAL APPLICATOR)

CERTISHIELD™ for Dogs
6.01% fipronil
44.88% Permethrin
ONLY for dogs & puppies (8 weeks or older and 11-22.9 Ibs.)
(23-44.9 |bs.)(45-88.9 [bs.)(89-132 Ibs.)
EPA Reg. No. 65331-8

KEEP QUT OF REACH OF CHILDREN
CAUTION

Lot No.

(0.034)(0.068)(0.135)(0.203) fl. oz.

Do not use on
cats pictogram
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(LABEL ON BLISTER PACK)

CERTISHIELD™ for Dogs

(0.034 fl. 0z.)
(0.068 fi. 0z.)
(0.135 fi. 0z.)
(0.203 fl. 0z.)

KEEP OUT OF REACH OF CHILDREN
CAUTION
(DOG 22.9)(DOG 44.9)(DOG 88.9)(DOG 132)

Lot No.

S GO 1)
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Reason to Issue: Product Registration Date: 11/19/12

Supersedes: 05/10/12

Alternate marketing text for carton or insert

CERTISHIELD™ for dogs [starts rapidly killing fleas and ticks within 6 hours providing a
convenient, effective treatment for fleas and ticks]. CERTISHIELD™ kills and repels fleas,
mosquitoes, biting flies, and kills chewing lice; ONLY for (dogs and puppies 8 weeks or older and
11-22.9 |bs)}{dogs weighing 23 - 44.9 lbs)(dogs weighing 45 ~ 88.9 Ibs}{dogs weighing 89 ~ 132

Ibs).

[Multiple Infestations]

Starts rapidly killing fleas {(in} (as little as) (6 hours}, and kills ticks including Deer ticks,
Brown dog ticks, American dog ticks, and L.one Star ticks
Kills and repels ticks, mosquitoes and biting flies
Repels and kills mosquitoes for up to four weeks
Kills ticks which may transmit Lyme Disease, canine Ehrlichiosis, Anaplasmosis, Rocky
Mountain Spotted Faever, Babesiosis, or cause tick paralysis
(Kills}{Stops)(Controls) existing infestations and prevents re-infestations of fleas and
ticks
Fast-acting, starts killing fleas {in}{(as little as} (& hours)
L.ong-lasting for (1 month against ticks}{and}(3 months against fleas)
Re-infestation of fleas, ticks and mosquitoes, (biting, chewing)} lice and biting flies is
prevented for a {(one) month or longer
After application, CERTISHIELD™ spreads over the dog’s body to provide (full body) (all
over) protection against fleas, ticks, mosquitoes, hiting flies and chewing lice
CERTISHIELD™ provides ongoing protection against fleas, ticks, mosquitoes, biting flies,
and chewing lice [for at least one month {30 days)]
Effective monthly treatment of fleas and ticks
Easy, fast, effective control of fleas and ticks that lasts at least 1 month (30 days)
Using the (patented)(trademark) applicator, CERTISHIELD™ is specially designed to
spread over the dog’s body providing effective control of fleas and ticks
Prevents reinfestation (of fleas){of ticks) for up to one month
Monthly treatment is recommended for optimal control and prevention of fleas and ticks
Proven treatment technology for (the control of} flea(s)(infestations), (ticks),
(mosquitoes), {biting flies}, {and chewing lice)
CERTISHIELD™ uses (different}(multiple} modes of action to kill
(ticks)(fleas){mosquitoes}{chewing lice}(sarcoptic mange mites}(biting flies}
For convenient, quick-acting, long-lasting control of fleas, ticks, mosquitoes and lice,
(When) Applied topically on a monthly basis, CERTISHIELD™ for dogs repels and kills
fleas, ticks and mosquitoes, kills (biting, chewing) lice, aids in control of sarcoptlc mange
mites and repels (and inhibits blood feeding) biting flies and mosquitoes. e
CERTISHIELD™ contains the active ingredients fipronil and permethrin, which control
infestations caused by fleas, ticks and lice; repel (against} biting flleq and repﬁis and kills
mosquitoes. :
Kills fleas, ticks, lice, and mosquitoes, repels biting flles and mosqurtoes
Repels and kills fleas and ticks
Repels fleas, ticks, biting flies and mosquitoes
For the control and prevention of fiea [and lice] infestations '
Flea, tick, (biting and chewing) lice infestations can be controlled with: monthly
applications of CERTISHIELD™ for dogs.
Biting flies and mosquitoes are (also) repelled by CERTISHIELD™ for dogs.
Monthly application against fleas, ticks and mosquitoes
Kills fleas, ticks and mosquitoes for {up to} one month
Monthly application is recommended for control and prevention of fleas, ticks and
mosquitoes
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Long lasting flea, tick and mosguito contro! for your pet
CERTISHIELD™ for dogs is indicated for the prevention and control of fleas, ticks,
mosguitoes, and lice on dogs and puppies 8 weeks of age and older

¢ Kills fleas, ticks, mosquitoes, lice, and aids in control of sarcoptic mange mites

* Kills and repels fleas, ticks, and mosquitoas.

[Fleas]

+ Prevents fleas on treated dogs from infesting your home

+ Kills fleas on dogs within (in) (as little as) (6 hour) and continues to prevent infestations
for a month
Kills fleas (before they lay eggs) (that may transmit bartonellosis and tapeworm disease)
Kills fieas which may cause flea allergy dermatitis
The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder
known as flea allergy dermatitis (FAD). Treatment of dogs with CERTISHIELD™ rapidly
kills fleas and may reduce the incidence of this condition.

» CERTISHIELD™ Kkills existing fleas on dogs within (6 hours).

» Re-infesting fleas are killed within (6 hours) with protection against further flea
infestation lasting at least four weeks. Pre-existing pupae in the environment may
continue to emerge for six weeks or longer depending upon climatic conditions.

Prevents fleas on treated dogs from infesting your home.,
Kills fleas on dogs within (6 hours) and continues to prevent infestations for a month.

» Approximately 95% of the flea population in a household infestation are immature flea
stages that live in the dog’s environment

o May reduce the incidence of flea allergy dermatitis

» The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder

known as flea allergy dermatitis (FAD). Treatment of dogs with CERTISHIELD™ rapidly

kills fleas and may reduce the incidence of FAD

CERTISHIELD™ is useful for dogs susceptible to flea allergy dermatitis (FAD)

Regular use of CERTISHIELD™ breaks the flea life cycle

Kills {newly emerged) fleas (before they lay eggs) for up to 12 weeks

CERTISHIELD™ for dogs can kill adult fleas in 6 hours {(and lasts) for (up to) 12 weeks.

Apply monthly if your dog has fleas that may cause flea allergy dermatitis {(FAD), or if

reinfestation is likely.

= Kills newly emerged adult fleas prior to egg laying

Kills fleas {within 6 hours) that may transmit bartonellosis, (tularemia) (and tapeworm)

[ ]

¢ Kills fleas {within 6 hours) that may transmit bartonellosis, (tularemia) {and tapeworm
infestations)

» Kills fleas {(within 6 hours) that may transmit bartonellosis and tularemia

» Acts to kill fleas that may transmit bartonellosis and tularemia

¢ Kills fleas that may serve as an intermediate host for tapeworms (Dipylidium cwhnum)

¢ Kills fleas that may serve as an intermediate host for cysticercoids of tapeworms _

= Kills fleas that may serve as hosts for life cycle intermediates of tapeworms .~

o Kills (adult) fleas {within 6 hours) that may cause Flea Allergy Dern«atl |<: (FAD) (or) (flea-
bite anemia) o

¢« Fleas do not have to bite to die

« Controls highly [irritating] [annoying] [flea] bites

¢« CERTISHIELD™ for dogs rapidly kills fleas that may cause FAD (Fll’:a l\hergy Dermatltls)

¢ Kills adult fleas for up to 3 months {12 weeks) .

¢ Kills fleas

+ FEasy to apply, control of (for) fleas that lasts up to 3 months (12 weeks)

o CERTISHIELD™ for dogs kills fleas on your dog

» Once a month topical fiea control for dogs and puppies 8 weeks of age or older

« CERTISHIELD™ for dogs is indicated for the prevention and control of fleas on dogs and

puppies 8 weeks of age and older
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One application prevents further flea infestations for up to (12 weeks) ([three] months)
Monthly treatment (all year) is recommended for control and prevention of fleas
Provides ongoing protection against fleas

Stops existing flea infestations by (rapidly) killing adult fleas

Kills fleas before they lay eggs

Prevents [Stops] re-infestations by killing adult fleas (before they lay eggs)

Treatment with CERTISHIELD™ rapidly kills fleas which may cause flea allergy
dermatitis [FAD] or flea bite hypersensitivity

+ Use flea [prevention] [protection] year-round

[Ticks]

= Kills all stages of ticks infesting dogs

o (Rapidly)(kills)(ticks)(which may cause){which may transmit) Lyme disease,
{Ehrlichiosis), (Anaplasmosis), (Babesiosis), (Tick Paralysis), (Rocky Mountain Spotted
Fever), and (Southern Tick Associated Rash Iliness)

o Kills ticks for (up to)(at least) 4 weeks

¢« CERTISHIELD™ for dogs rapidly kills all stages of ticks, including Deer ticks, Brown dog
ticks, American dog ticks, and Lone Star ticks

¢ Kills and repels ticks

o Kills the vectors that may transmit Lyme disease, Rocky Mountain spotted fever,
ehrlichiosis, and heartworm disease,

» Ticks: CERTISHIELD™ for dogs can kill ticks for (up to) a [one] month. Apply monthly
where tick control is consistently needed.

e Kills and repels all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and
Deer ticks (that may transmit Lyme disease, Rocky Mountain Spotted Fever, babesiosis,
ehrlichiosis and anaplasmosis)

o Kills ticks including Deer ticks (that may transmit Lyme disease), American dog ticks (that
may transmit Rocky Mountain Spotted Fever), Brown dog ticks and Lone Star ticks (that
may transmit ebrlichiosis) for up to one month {4 weeks)

¢ Kills Brown dog ticks (Rhipicephalus spp.), American dog ticks (Dermacentor variabilis),
Deer ticks (Ixodes spp.) and Lone Star ticks (Amb/yomma americanum) for up to one
month (4 weeks),

o Kills Amblyomma americanum (Lone Star ticks) for 4 weeks (for up to one month).

o Monthly application against ticks
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[Mosquitoes and biting flies]

Kills mosguitoes

Kills mosquitoes for up to (28 days)(four weeks) (a [one] month)

Repels and inhibits blood feeding by biting flies and mosguitoes

Biting flies and mosquitoes: When applied monthly, CERTISHIELD™ for dogs (prevents
blood feeding by) (and) repels} biting flies and mosquitoes for (up to) 4 weeks (a [one]
rmonth)

Repels and prevents blood-feeding by biting flies and mosguitoes for up (one) a month
Repels and kills mosquitoes for up to four (4) weeks

Prevents blood feeding by mosquitoes

Repels and prevents (inhibits) blood-feeding by biting flies

Repels and kills mosquitoes often before they have a chance to take a blood meal
[(Prevents blood-feeding by) {Kills and repels)] mosquitoes

Repels biting flies

Repels {{annoying)(bothersome)(nuisance)] biting flies

Inhibits {{annoying)(bothersome )(nuisance)] biting flies

[(Prevents)(inhibits)] blood-feeding by biting flies

Kills mosquitoes that may carry heartworm disease

Repels and kills mosquitoes (Cufex spp, Ochlerotatus spp, Aedes spp) which may be (a)
vector({s) of heartworm (Dirofilaria immitis) for one month

Repels and prevents blood-feeding by biting flies

[Lice and Sarcoptic mange mites]

(For treatment of)(Treats and controls)(Provides effective control of)(For treatment of
infestations with){Kills)(Stops existing) chewing lice (infestations)

Kills chewing lice

Lice: CERTISHIELD™ for dogs can kill biting and chewing lice for (up to) a [one] month,
Apply monthly where lice control is consistently needed.

Sarcoptic mange mites: (CERTISHIELD™ for dogs) aids in (the) control of sarcoptic
rmange mites (that may cause sarcoptic mange)

CERTISHIELD™ for dogs aids in {the) control of sarcoptic mange mite infestations (that
may cause sarcoptic mange).

{When applied monthly,) CERTISHIELD™ for dogs aids in (the) control of sarcoptic
mange.

Aids in (the) control of sarcoptic mange mite infestations

Kills chewing and hiting lice

(Also) Kills lice and aids in control of sarcoptic mange mites

Eliminates infestations with chewing lice

Aids in control of sarcoptic mange infestations

Controls existing chewing/biting lice infestations

Kills [(biting) (chewing)] lice

For control and prevention of [{biting) (chewing)] lice (mfestatlons)

Stops existing [(biting) (chewing)] lice infestations

Prevents and controls [(biting) (chewing)] lice (infestations)

Provides control of [(biting) (chewing)] lice (infestations)

Kills [(biting) (chewing)] lice and prevents further infestations '

For control and prevention of (infestations with) [(biting) (chewing)] iize .
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[Miscellaneous]

« CERTISHIELD™ is waterproof and remains effective fellowing bathing, shampecoing,
swimming (water immersion) or after exposure to rain or sunlight.

Convenient topical treatment for dogs who enjoy the cutdoors

L]

¢« (Convenient)(to use)(Easy to apply) spot-on application

» Persistent (sustained) efficacy through 30 days

¢ Protects for (at least) one month

« Convenient (easy to apply) topical treatment {with [patented] applicator)(that allows
application down to the skin)

e (Patented) applicator (trademark) for easy application directly to the skin

e Quick-drying

s For easy and convenient application, CERTISHIELD™ for dogs is available in sizes for
puppies and small dogs ONLY (8 weeks old or older} and 11-22.9 Ibs. (0.034 fl. 0z.)(1.0
ml), medium dogs 23-44.9 Ibs. (0.068 fl. 0z.) (2.0 ml}, large dogs 45-88.9 Ibs, (0.135 fl.
0z.) (4.0 ml), and extra-large dogs 89-132 Ibs. {0.203 fl. 0z.)(6.0 ml).

« Easy, spot-con (topical) application

¢ Guaranteed effective for {at least) one month

¢ New (combination)(formula for your dog(s))(first six months)

¢ Non-greasy

¢ {Formulated) for dogs that (enjoy)(love) the cutdoors

s  Waterproof

+ Conventent to use

o (3)}(6) applicater(s) (1.0 ml, 2.0 ml, 4.0 ml, 6.0 mI)

« {3)(6) applicator(s) {0.034 fl. cz., 0.068 fl, 0z., 0.135 fl. 0z., 0.203 fl. 0z.)

o (3)(6) applicator(s) (0.034 fl. 0z. [1.0 ml], 0.068 fl. oz. [2.0 mI], 0.135 fl. 0z. [4.0 ml],
0.203 fl. oz. [6.0 mlI])

» (3)(6) applicator(s){each) containing (0.034 fl. oz. [1.0ml], 0.068 fl, 0z. [2.0 ml], 0.135
fl. oz. [4.0 ml], 0.203 fl. oz. [6.0 mI])

e (3)(6) applicator(s)

¢ (3)(6) monthly dose(s) [application(s)]

« (3)(6) applicator(s)

« This product is only for use on dogs and puppies (8 weeks or older and 11-22.9
Ibs.){weighing 23 to 44.9 |bs.){weighing 45 to 88.9 [bs.)(weighing 89 tc 132 |bs.)

s« Easy and convenient applicatiocn(s)

s Stops existing infestations and prevents establishment of new infestations

» Convenient topical treatment for dogs

+ Quick onset of activity

« Persistent efficacy through 30 days

o Prevents (re-}infestation for one month

« Once menthly application

e CERTISHIELD™ is brought to you by the makers of FRONTLINE®

e Quick drying, non-greasy L

« (Convenient} (to use) Easy (to apply) spot-on (topical) application -

¢ No noticeable odors ' :

e Easy to use applicator makes treatment simple (trouble free, smooth) and comformble for
you and your our pet :

» Convenient, easy to apply tepical solution

¢ Starts working by (on) contact

e (In) child-resistant packaging

o« Convenient (to use), easy to apply (topical solution) :

« Waterproof (remains effective after bathing and swimming) for up to four week** (a
month) {cne menth)

¢ Remains effective after exposure to sunlight

e Remains effective even after bathing, water immersion, or exposure to rain or sunlight

Page 15 of 16

86



Reason to Issue: Product Registration Date: 11/19/12

Supersedes: 05/10/12

Remains effective even after bathing (and swimming)
Remains effective after exposure to rain and/or sunlight
Still works after bathing, swimming or exposure to sunlight
Maintains residual efficacy after bathing and swimming
Remains effective after bathing {and swimming) [(for a month) ({for one month) (for up to
four weeks)]

For dogs that enjoy the outdoors

For indoor and outdoor dogs

Convenijent topical treatment for dogs who enjoy the outdoors
Formulated for dogs that love the outdoors

For dogs that enjoy the outdoors

Illustration of flea life cycle

Ilustration of tick life cycle

Illustration of mosquito life cycle

Illustration of mite life cycle

Illustration of louse life cycle

Iflustration of flea

Illustration of tick

Illustration of mosquito

Illustration of mite

Itfustration of louse

Picture or illustration of a dog (or puppy)

Picture or illustration of the Merial logo

Picture or illustration of the primary package (applicators)
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Draft Master Label
Includes label text for four different applicator sizes corresponding to four dog weight
ranges, and including a 3x and 6x applicator presentation. Optional text appears in
brackets.

(For alternate marketing text to use on carton and insert, see pages 11-16)

(CARTON FRONT PANEL)

[31[6]
monthly
CERTISHIELD™ for dogs dose(s)
[From the makers of FRONTLINE®)]
Picture of
representative
size dog

[Fast-Acting, long-lasting control of fleas, ticks, lice, biting flies and mosquitoes for use on (Dogs
& Puppies ONLY 8 weeks or older and 11-22.9 Ibs.)

(Dogs ONLY 23 - 44.9 Ibs.)

(Dogs ONLY 45 - 88.9 Ibs.)

(Pogs ONLY 89 - 132 Ibs.)

KEEP OUT OF REACH OF CHILDREN

CAUTION
For First Aid and other precautionary statements, refer to product package insert.
READ THE ENTIRE LABEL BEFORE EACH USE

ACTIVE INGREDIENTS

Fipronili e e 8.01%
Permethrin® . ... s 44.88%
OTHER INGREDIENTS. ... 48.11%
TOTAL. ...t eeen s s vrvieenienn . 1 00.0%

*cis-trans ratio: max. 55% (+/-) cis and min. 45% (+/-) trans

Net Contents: 3-[0.102 fl. oz. (3.0 ml), 0.204 fl. oz. (6.0 ml), 0.405 fl. oz. (12.0 ml)g. N./I9 fl.
oz, (18.0 mi)] \ _

Net Contents: 6-[0.204 fl, oz, (6.0 mIl), 0.408 fl. oz. (12.0 ml), 0.810 (24.0.m)), 1,233 fi oz.
(36.0 mi)] N :

Do Not Use on j[1.5x 1.5 ¢m] T"rfc'zi:k;ﬁ‘&Tré(‘:'ei :
Cats T .
Pictogram DC NOT USE ON CATS
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Reason to Issue: Product Registration Cate: 11/19/12
Supersedes; 05/10/12

(CARTON BACK PANEL)

CERTISHIELD™ for dogs

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS and DOMESTIC ANIMALS

HAZARDS TO HUMANS

Harmful if swallowed or absorbed through the skin. Causas eye irritation. Avoid contact with
skin, eyes, or clothing. Wash hands thoroughly with soap and water after handling and before
eating, drinking, chewing gum, using tobacco, or using the toilet.

HAZARDS TO DOMESTIC ANIMALS
For external use on dogs ONLY.

DO NQT USE ON CATS PICTOGRAM [1.5 x 1.5 cm]

DO NOT USE ON CATS - IF INGESTED BY A CAT THAT HAS ACTIVELY GROOMED A
RECENTLY TREATED DOG, THIS PRODUCT MAY HAVE SERIOUS HARMFUL EFFECTS. IF THIS
OCCURS, CONTACT YOUR VETERINARIAN IMMEDIATELY.

Do not use on puppies under 8 weeks of age or weighing less than 11 Ibs. Individual
sensitivities, while rare, may occur after using ANY pesticide product. Dogs may experience
some temporary irritation at the site of product application. If signs of sensitivity occur, bathe
your pet with mild soap or shampoo and rinse with large amounts of water. If signs of sensitivity
occur and persist, contact a veterinarian immediately. If your dog has an unusual reaction to the
initial application, consult a veterinarian before repeating application. Certain medications can
interact with pesticides. Consult a veterinarian before using on medicated, debilitated, aged,
pregnant or nursing dogs, or animals known to be sensitive to pesticide products. Call 1-800-
660-1842 for 24-hour assistance.

FIRST AID

IF SWALLOWED:; » Call a poison control center or doctor
immediately for treatment advice.

+ Have a person sipg a glass of water if able to
swallow.

+ Do not induce vomiting unless told to do so

by a poison control center or doctor.

Do not give anything by mouth to an

unconscious person.

L]

Hold eye open and rinse slowly .2nd. gently
with water for 15-20 minutes.,

Remove contact lenses,. if =prese;_-1't-',=é.fter the
first 5 minutes, then cont:nue rinsing eye.

o Call a p01son control center er. doctor for

IF IN EYES:

IF ON SKIN OR CLOTHING:
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for 15-20 minutes.
Call a poison control center or: dactor for
treatment advice.

Have product container or label with you when calling a2 poison contml center or
doctor, or going for treatment, or call 1-800-660-1842 for 24-hour assistance.
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Reascon to Issue: Product Registration Cate: 11/19/12

Supersedes: 05/10/12

(CARTON BACK PANEL)(CONT'D.)

Merial Limited Satisfaction

3239 Satellite Bivd. Guaranteed

Duiuth, GA 30096-4640, USA MADE IN FRANCE Graphic

EfA Reg. No. 65331-8 Please call our experts at

EPA Est. No. 65331-FR-2 1-800-660-1842 if you have any

questions or comments about flea,
tick, mosguito, biting fly and lice
control or CERTISHIZED™,
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Reason to Issue: Product Registration Date: 11/19/12
Supersedes: 05/10/12

(CARTON INSIDE FRONT PANEL}

DIRECTIONS FOR USE

It is a viclation of Federal law to use this product in any manner inconsistent with its labeling. Do
not allow children to apply product. TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE
LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS AND PRECAUTIONARY
STATEMENTS CAREFULLY. FOR EXTERNAL USE ON DOGS ONLY. DO NOT USE ON CATS OR
RABBITS. DO NOT USE ON OTHER ANIMALS.

DO NOT USE ON CATS.

FOR EXTERNAL USE ON DOGS and PUPPIES ONLY. Do not use on dogs or puppies under 8
weeks of age or weighing less than 11 [bs. Do not split applicators between dogs. Do not use
multiple applicators on one dog. Weigh your dog to be sure you are applying the right dose
formulated for the weight of your dog. Overdosing your dog can result in serious illness. Do not
bathe your dog within the first 24 hours after the product has been applied.

If your dog is exhibiting signs of and/or is being treated for skin problems, talk te your
veterinarian before applying any topical flea and tick control product. Do not apply more often
than once a month.

For use in DOGS and PUPPIES 8 weeks old cr older. To repel and kill fleas, ticks, and
mosquitoes; to kill chewing lice and to aid in control of sarcoptic mange mites; to repel and
prevent blood feeding by biting flies. Apply monthly according te the following directions:

APPLICATION DIRECTIONS
(Instructions for the 3x/6x Carton):

How to Apply CERTISHIELD™ for dogs

Step 1: TO REMOVE Applicator: Prior tc opening, separate one blister by tearing along
perforation.

Step 2: TO OPEN, use scissors to cut along dotted line of single blister, then pull apart foil and
remove the applicator. OR fold on line at corner, tear and open at slit and remove the applicator.
Step 3. HOLD Applicator Upright away from you and your pet's face, cut applicator tip to
open. Do not get the preduct in your dog’s eyes or mouth.

Step 4: Apply CERTISHIELD™

Part dog’s hair until skin is visible. Place applicator tip directly against exposed skin. For small
dogs and puppies (8 weeks or older} and weighing 11-22.9 [bs.: Deposit entire contents by
squeezing the entire applicator contents onto dog’s skin, at a single site, between the shoulder
blades. For medium dogs 23-44.9 Ibs. or large dogs 45-88.9 |bs.: Apply the product evenly to
three spots on the dog’s back, starting between the shoulder blades and continuinia or: to the
second and third spots, squeezing the applicator until empty. For extra-large dogs 39-132 Ibs.:
Apply the product evenly to four spots on the dog's back, starting between the shoulder blades

and continuing on to the second, third and fourth spots, squeezing theiap{:lig:ator‘until empty.
Ensure that CERTISHIELD™ for dogs s not applied superficially on dog’s hair, - '
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Reason t¢ Issue: Product Registration Date: 11/19/12
Supersedes: 05/10/12

(CARTON INSIDE FLAPS)

CERTISRHIELD™ for dogs
Repels and kiiis fleas, ticks, mosquitoes, and biting flies, and kills chewing lice for up to a month.

Fieas do not have to bite to die.

CERTISHIELD™ for dogs provides efficacy against fleas and ticks with a rapid onset of activity
in as little as 6 hours. The active ingredients in CERTISHIELD™ provide for fast acting and jong-
lasting controi of fleas, ticks, chewing lice and mosqguitoes on dogs.

[PICTOGRAMS (icon with slash through)]
Aduit Flea

Adult Tick

Chewing Lice

Masguitoes

Biting Flies

Sarcoptic mange mites

CFRONTLINE is a registered trademark, and ™CERTISHIELD is a trademark, of Meriai,
©2012 Merial Limited, Duluth, GA.
All rights reserved.
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Reason to Issue: Product Registration Date: 11/19/12
Supersedes: 05/10/12

(PACKAGE INSERT FRONT)

CERTISHIELD™ for dogs

For use ONLY on dogs and puppies 8 weeks or clder

Convenient, fast-acting, long-lasting spot-on for treatment and control of fieas, ticks,
mosquitoes, biting flies and chewing lice

ACTIVE INGREDIENTS

Fipronil... RSP PRPORPOPOR - 30 &
Permethrln* e enrn e 34, 88%
OTHER INGREDIENTS L48.11%
TOTAL.. .. 100.0%

*cis/trans ratlo max 55% (:!:) cis and min 45% (:!:) trans

KEEP OUT OF REACH OF CHILDREN
CAUTION

See Carton for First Aid and Precauticnary Statements.

CERTISHIELD™ for Dogs
Repels and kills fleas, ticks, and mosquitoes; repels biting flies and kills chewing lice
» Repels and prevents blood feeding by biting flies and mosquitoes for up to a month
« Persistent efficacy through 30 days
e Effectively stops existing infestations and prevents re-infestations of fleas, ticks and
chewing lice
¢ Rapidly kills ticks which may transmit Lyme disease, Rocky Mountain spotted fever,
Anaplasmosis, Babesiosis, canine Ehrlichiosis or cause tick paralysis
» Starts rapidly killing fleas in as little as 6 hours, and ticks for an entire month, including
Deer ticks, Brown Dog ticks, American Dog ticks, and Lone Star ticks
e Kills fleas which may cause flea allergy dermatitis
+ Kills fleas that may transmit bartonellosis, turalemia and tapeworm

» Repels and kills mosquitoes which may be a vector of Do not use on cats
heartworm (Dirofilaria immitis) for one month pictogram

e Aids in control of sarcoptic mange infestations

« (Can be used on dogs and puppies 8 weeks or older DO NOT USE ON CATS

¢ Fast-acting [1.5x1.5cm]

= Convenient to use

DIRECTIONS FOR USE

It is a violation of Federal law to use this preduct in any manner inconsistent with its fabeling. Do
not allow children to apply product. TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE
LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS AND PRECAUTZONARY
STATEMENTS CAREFULLY. FOR EXTERNAL USE ON DOGS ONLY. DO NGT-- ::SE oK CATS OR
RABBITS. DO NOT USE ON OTHER ANIMALS.

DO NOT USE ON CATS

weighing tess than 11 Ibs, Do not split pipettes between dogs. Do not use mn-ltlple plpett_es on
one dog. Weigh your dog to be sure you are applying the right dose formuiated for the weight of
your dog. Overdosing your dog can result in serious illness. Do not bathe your dog witiin-the
first 24 hours after the product has been applied. If your dog is exhibiting signs of and/or is
being treated for skin problems, tatk to your veterinarian before applying any topical-fiec.and
tick control product.
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Reason to Issue: Product Registration Date: 11/19/12
Supersedes: 05/10/12

(PACKAGE INSERT BACK)

{Open the child-resistant packaging according to the instructions found on the inside front panel
of the carton)

FREQUENCY OF APPLICATION

Fleas, ticks, and chewing lice infestations can be controlled with monthly applications of
CERTISHIELD™ for Dogs. Biting flies and mosquitoes are repelled by CERTISHIELD™ for
Dogs.

CERTISHIELD™ for Dogs can start killing adult fleas within 6 hours and lasts for up to three
months., Apply monthly if your dog has fleas that may cause flea allergy dermatitis (FAD), or if
re-infestation is likely.

CERTISHIELD™ for Dogs can kill ticks for at least a month. Apply monthly where tick control is
consistently needed,

CERTISHIELD™ for Dogs can kill biting and chewing lice for up to a month. Apply monthly
where lice control is consistently needed.

CERTISHIELD™ for Dogs aids in the control of sarcoptic mange.

When applied monthly, CERTISHIELD™ for Dogs repels and prevents blood feeding by biting
flies and mosquitoes for up to a month.

Wait at least 30 days before re-application of CERTISHIELD™ for Dogs. Avoid contact with
treated area until dry. CERTISHIELD™ remains effective even after bathing, water immersion,
or exposure to sunlight. A monthly application of CERTISHIELD™ kills and repels fleas, all
stages of ticks, mosquitoes, biting flies, and chewing lice. Do not apply more than once a month.
Research demonstrates that CERTISHIELD™ remains effective even after bathing, water
immersion, or exposure to sunlight.

PESTICIDE STORAGE AND DISPOSAL

Do not contaminate water, food, or feed by storage and disposal.

STORAGE. Store unused product in original container only in a cool dry place, out of reach of
children and animals.

PESTICIDE DISPOSAL. If partly filled: Call your local solid waste agency or 1-800-CLEANUP
for disposal instructions. Never place unused product down any indoor or outdoor drain.
CONTAINER DISPOSAL. If empty: Nonrefilable container. Do not reuse or refill this
container. Place in trash or offer for recycling, if available.

How Supplied

For easy and convenient application, CERTISHIELD™ for dogs is available in sizes for small dogs
& puppies ONLY 8 weeks or older and 11-22.9 |bs., medium dogs 23-44.9 |bs., large dogs 45-
88.9 lbs., and extra-large dogs 89-132 |bs. .

WARRANTY Cot
Seller makes no warranty, expressed or implied, concerning the use of his product other than
indicated on the label. To the extent consistent with applicable law, buyeriassuines all risk of use

and handling of this material when such use and handling are contrary to tho: label instructions.

Questions or Commentis?
Call: 1-800-660-1842,
Monday-Friday, 8am-8pm EST

EPA Reg. No. 65331-8

Merial Limited CERTISHIELD™ is a trademark of Merial.
3239 Satellite Bivd. ©2012 Merial Limited, Duluth, GA.
Duluth, GA 30096-4640, USA All rights reserved.
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Reason to Issue: Product Registration Date: 11/19/12
Supersedes: 05/10/12

(COMPLIANCE CARD) -
Tick
(FRONT) pictogram
See other side for more
Pipette Adult flea
CERTISHIELD™ for dogs pictogram pictogram

Some tips and other information:

DO NOT USE ON CATS.
Chewing lice

To successfully control fleas, ticks, chewing lice, mosquitoes, biting flies and sarcoptic pictogram
mange mites, all dogs must be treated with their own dose of CERTISHIELD™,

Apply according to label instructions, ensuring the product is applied to the skin. Do not apply on
top of the haircoat. It may be helpful to remove the coliar before application, so it doesn‘t absorb
the product.

Remember, your dog needs to be dry at the time CERTISHIELD™ is applied and remain dry 24

hours after application. Mosquito
Verify applicator is empty after applying to your dog. pictogram
Even indoor dogs need flea and tick control because you or other dogs in the household
may bring fleas and ticks into the home. Biting fly
pictogram
{BACK)
Do not use on
Calendar reminder stickers cats pictogram

To ensure continued protection of your dog, use these stickers as a reminder to apply and re-
purchase CERTISHIELD™,

After treating your pet for the first time, peel off the sticker and place on your calendar that day.

Place the remaining stickers on your calendar as a reminder to apply CERTISHIELD™ monthly.

! - [
Don’t forget to re-purchase! 5 stickers that read “"Apply

CERTISHIELD™", with the 6 sticker L

& months "Re-purchase CERTISHIELD™"

Use all 6 stickers

3 months

QUESTIONS? Contact your veterinarian or call our technical experts at 1-800-650-1842,
Monday-Friday, 8am-8pm. For more information, visit www.CERTISHIELD™.com.
CERTISHIELD™ is a trademark of Merial,

©2012 Merial Limited, Duluth, GA. All rights reserved,
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Reason to Issue: Product Registration Date: 11/19/12

Supersedes: 05/10/12

(LABEL ON INDIVIDUAL APPLICATOR)

CERTISHIELD™ for Dogs
6.01% fipronil
44.88% Permethrin
ONLY for dogs & puppies {8 weeks or older and 11-22.9 ibs.)
{23-44.9 |bs.){45-88.9 bs.){89-132 |bs.)
EPA Reg. No. 65331-8

KEEP QUT OF REACH OF CHILDREN
CAUTION

Lot No.

(0.034)(0.068)(0.135)(0.203) fl. oz.

Do not use on
cats pictogram
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Reason to Issue: Product Registration Date: 11/19/12
Supersedes: 05/10/12

(LABEL ON BLISTER PACK)

CERTISHIELD™ for Dogs

(0.034 fl. 0z.)
(0.068 fl. 0z2.)
(0.135fl. 0z.)
(0.203 fl. 02.)

KEEP OUT OF REACH OF CHILDREN
CAUTION
(DOG 22.9)(DOG 44.9)(DOG 88.9)(DOG 132)

Lot No.
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Reason to Issue: Product Registration Date: 11/19/12

Supersedes: 05/10/12

Alternate marketing text for carton or insert

CERTISHIELD™ for dogs [starts rapidly killing fleas and ticks within & hours providing a
convenient, effective treatment for fleas and ticks}. CERTISHIELD™ Kkills and repels fleas,
mosquitoes, biting flies, and kills chewing lice; ONLY for {dogs and puppies 8 weeks or older and
11-22.9 Ibs)(dogs weighing 23 - 44.9 [bs){dogs weighing 45 ~ 88.9 |bs){dogs weighing 89 - 132

Ibs).

{Multiple Infestations]

e & 9 & &

& & o @

Starts rapidly killing fleas (in} (as little as) (& hours), and kills ticks including Deer ticks,
Brown dog ticks, American dog ticks, and Lone Star ticks

Kills and repels ticks, mosquitoes and biting flies

Repels and kills mosquitoes for up to four weeks

Kills ticks which may transmit Lyme Disease, canine Ehrlichiosis, Anaplasmosis, Rocky
Mountain Spotted Fever, Babesiosis, or cause tick paralysis

(Kills}(Stops)}{Controls) existing infestations and prevents re-infestations of fleas and
ticks

Fast-acting, starts killing fleas (in){as little as} (6 hours)

Long-lasting for (1 month against ticks)(and}(3 months against fleas)

Re-infestation of fleas, ticks and mosquitoes, (biting, chewing) lice and biting flies is
prevented for a (one) month or longer

After application, CERTISHIELD™ spreads over the dog's body to provide (full body) (all
over) protection against fleas, ticks, mosquitoes, biting flies and chewing lice
CERTISHIELD™ provides ongoing protection against fleas, ticks, mosquitoes, biting flies,
and chewing lice [for at least one month (30 days)]

Effective monthly treatment of fleas and ticks

Easy, fast, effective control of fleas and ticks that lasts at least 1 month (30 days)

Using the (patented)(trademark) applicator, CERTISHIELD™ is specially designed to
spread over the dog’s body providing effective control of fleas and ticks

Prevents reinfestation (of fleas)(of ticks} for up to one month

Monthly treatment is recommended for optimal control and prevention of fleas and ticks
Proven treatment technology for ({the control of) flea(s)(infestations), (ticks),
(mosquitoes), {biting flies), (and chewing lice)

CERTISHIELD™ uses (different)(multiple) modes of action to kill
{ticks)(fleas){mosquitoes)(chewing lice)(sarcoptic mange mites)(biting flies)

For convenient, quick-acting, long-lasting control of fleas, ticks, mosquitoes and lice.
(When} Applied topically on a monthly basis, CERTISHIELD™ for dogs repels and kills
fleas, ticks and mosquitoes, kills (biting, chewing) lice, aids in control of sarcoptic mange
mites and repels (and inhibits blood feeding) biting f[|es and mosqguitoes. _
CERTISHIELD™ contains the active ingredients fipronil and permethrin, whii:h® control
infestations caused by fleas, ticks and lice; repel (against) biting flres, and renels and kills
mosquitoes.

Kills fleas, ticks, lice, and mosquitoes, repels biting flies and mosqp[toes

Repels and kills fleas and ticks

Repels fleas, ticks, biting flies and mosguitoes

For the control and prevention of flea [and lice] infestations -

Flea, tick, (biting and chewing) lice infestations can be controlled WItn month[y .
appllcat[ons of CERTISHIELD™ for dogs. .

Biting flies and mosquitoes are {also) repelled by CERTISHIELD™ for dogs.

Monthly application against fleas, ticks and mosquitoes

Kills fieas, ticks and mosquitoes for {up to} one month

Monthly application is recommended for control and prevention of fleas, ticks and
rmosquitoes
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Long lasting flea, tick and mosquito control for your pet
CERTISHIELD™ for dogs is indicated for the prevention and controi of fleas, ticks,
mosguitoes, and lice on dogs and puppies 8 weeks of age and older

o Kills fleas, ticks, mosquitoes, lice, and aids in control of sarcoptic mange mites

¢« Kills and repels fleas, ticks, and mosquitoes.

[Fleas]

+ Prevents fleas on treated dogs from infesting your home

+ Kilis fleas on dogs within {in) (as little as) (6 hour) and continues to prevent infestations
for a month

+ Kills fleas (before they lay eggs) {that may transmit bartonellosis and tapeworm disease)
Kills fleas which may cause flea allergy dermatitis
The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder
known as flea allergy dermatitis (FAD). Treatment of dogs with CERTISHIELD™ rapidly
kills fleas and may reduce the incidence of this condition.

« CERTISHIELD™ Xills existing fleas on dogs within (6 hours).

e« Re-infesting fleas are killed within (6 hours) with protection against further flea
infestation lasting at least four weeks. Pre-existing pupae in the environment may
continue to emerge for six weeks or longer depending upon climatic conditions.

Prevents fleas on treated dogs from infesting your home.

Kills fleas on dogs within {6 hours) and continues to prevent infestations for a month.
Approximately 95% of the flea population in a household infestation are immature flea
stages that live in the dog’s environment

+» May reduce the incidence of flea allergy dermatitis

The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder

known as fiea allergy dermatitis (FAD). Treatment of dogs with CERTISHIELD™ rapidly

kills fleas and may reduce the incidence of FAD

CERTISHIELD™ is useful for dogs susceptible to flea allergy dermatitis (FAD)

L]

¢ Regular use of CERTISHIELD™ breaks the flea life cycle

s Kills {(newly emerged) fleas (before they lay eggs) for up to 12 weeks

s CERTISHIELD™ for dogs can kifi aduit fleas in 6 hours {(and lasts) for (up to) 12 weeks,
Apply monthly if your dog has fleas that may cause flea allergy dermatitis (FAD), or if
reinfestation is likely.

+ Kills newly emerged adult fleas prior to egg laying

¢ Kills fleas {within 6 hours) that may transmit bartonellosis, (tularemia) (and tapeworm)

s Kills fleas (within 6 hours) that may transmit bartonellosis, (tularemia) (and tapeworm
infestations)

+ Kills fieas (within 6 hours) that may transmit bartonellosis and tularemia

s Acts to kil fleas that may transmit bartoneliosis and tularemia

» Kills fleas that may serve as an intermediate host for tapeworms (Dipylidium caninum)

e Kills fleas that may serve as an intermediate host for cysticercoids of tapeworiiis -

« Kills fleas that may serve as hosts for life cycle intermediates of tapeworms . .

o Kills (adult) fleas (within 6 hours} that may cause Flea Allergy Dermahhs (FA-.)) {or) (flea-
bite anemia) :

+ Fleas do not have to bite to die

o Controls highly [irritating] [annoying] [fiea] bites o

» CERTISHIELD™ for dogs rapidiy kills fleas that may cause FAD (Flea Allergy i)ern"at|t|s)

¢  Kilis adult fleas for up to 3 months (12 weeks) B

¢ Kills fleas

¢ Easy to apply, control of {for) fleas that lasts up to 3 months (12 weeks)

¢ CERTISHIELD™ for dogs Kkills fleas on your dog :

¢ (Once a month topical flea control for dogs and puppies 8 weeks of age or older -

e CERTISHIELD™ for dogs is indicated for the prevention and control of fleas en dogs and

puppies 8 weeks of age and older
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One application prevents further flea infestations for up to (12 weeks) ([three] months)
Monthly treatment (all year) is recommended for control and prevention of fleas
Provides ongoing protection against fleas

Stops existing fiea infestations by (rapidly) killing adult fleas

Kills fleas before they lay eggs

Prevents [Stops] re-infestations by killing adult fleas {(before they lay eggs)

Treatment with CERTISHIELD™ rapidly kills fleas which may cause flea allergy
dermatitis [FAD] or flea bite hypersensitivity

e Use flea [prevention} [protection} year-round

- & 0 & & & @

[Ticks]

o Kills all stages of ticks infesting dogs

o (Rapidly)(kills}(ticks){which may cause)(which may transmit) Lyme disease,
(Ehrlichiosis), (Anaplasmosis), (Babesiosis), (Tick Paralysis), (Rocky Mountain Spotted
Fever), and (Southern Tick Associated Rash Illness)

s Kills ticks for {up to){at least) 4 weeks

= CERTISHIELD™ for dogs rapidly kills all stages of ticks, including Deer ticks, Brown dog
ticks, American dog ticks, and Lone Star ticks

s Kills and repels ticks
Kills the vectors that may transmit Lyme disease, Rocky Mountain spotted fever,
ehrlichiosis, and heartworm disease.

» Ticks: CERTISHIELD™ for dogs can kill ticks for (up to) a [one] month. Apply monthly
where tick control is consistently needed.

» Kills and repels all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and
Deer ticks (that may transmit Lyme disease, Rocky Mountain Spotted Fever, babesiosis,
ehrlichiosis and anaplasmosis)

« Kills ticks including Deer ticks (that may transmit Lyme disease), American dog ticks {that
may transmit Rocky Mountain Spotted Fever), Brown dog ticks and Lone Star ticks (that
may transmit ehrlichiosis) for up to one month (4 weeks)

+ Kills Brown dog ticks {Rhipicephalus spp.), American dog ticks (Dermacentor variabilis),
Deer ticks (Ixodes spp.) and Lone Star ticks (Amblyomma americanum) for up to one
month {4 weeks).

o Kills Amblyomma americanum (Lone Star ticks) for 4 weeks (for up to cne month).

= Monthly application against ticks
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Supersedes; 05/10/12

[Mosquitoes and biting flies]

Kills mosquitoes

Kills mosquitoes for up to (28 days)(four weeks) (a [one] month)

Repels and inhibits bivod feeding by biting flies and mosguitoes

Biting flies and mosquitoes: When applied monthiy, CERTISHIELD™ for dogs (prevents
blood feeding by) (and) repels) biting flies and mosquitoes for (up to) 4 weeks (a [one]
rnonth)

Repeis and prevents blood-feeding by biting flies and mosguitoes for up (one) a month
Repeis and Kills mosquitoes for up to four {4} weeks

Prevents biood feeding by mosquitoes

Repels and prevents (inhibits) blood-feeding by biting flies

Repeis and kilis mosquitoes often before they have a chance to take a biood meal
[(Prevents blood-feeding by) (Kills and repeis)] mosquitoes

Repeis biting flies

Repels [(annoying)(bothersome){nuisance)] biting flies

Inhibits [{annoying){bothersome )(nuisance)] biting flies

[(Prevents)(inhibits)] biood-feeding by biting fiies

Kiils mosquitoes that may carry heartworm disease

Repels and kilis mosquitoes {Culex spp, Ochlerotatus spp, Aedes spp) which may be (a)
vector(s) of heartworm {(Dirofilaria immitis) for one month

Repels and prevents blood-feeding by biting flies

[Lice and Sarcoptic mange mites]

(For treatment of}(Treats and controls){Provides effective control of){For treatment of
infestations with)(Kilis)(Stops existing) chewing lice (infestations)

Kilis chewing lice

Lice: CERTISHIELD™ for dogs can kil biting and chewing lice for {up to) a [one] month.
Apply monthiy where lice control is consistently needed.

Sarcoptic mange mites: (CERTISHIELD™ for dogs) aids in {the) control of sarcoptic
mange mites (that may cause sarcoptic mange)

CERTISHIELD™ for dogs aids in {the) control of sarcoptic mange mite infestations (that
may cause sarcoptic mange}.

(When appiied monthly,) CERTISHIELD™ for dogs aids in (the) control of sarcoptic
mange.

Aids in {the) control of sarcoptic mange mite infestations

Kiils chewing and biting lice

(Also) Kills lice and aids in control of sarcoptic mange mites

Eliminates infestations with chewing lice

Aids in control of sarcoptic mange infestations

Controls existing chewing/biting lice infestations

Kiils [{biting) {(chewing)] lice

For controi and prevention of [{biting) (chewing)] lice (infestations)

Stops existing [(biting) (chewing)] lice infestations

Prevents and controis [{biting) (chewing)] lice (infestations)

Provides control of [{biting) {chewing)] lice (infestations)

Kills [(biting) (chewing}] lice and prevents further infestations

For control and prevention of (infestations with} [(biting) (chewmg)] i;c_e
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[Miscellaneous]

« CERTISHIELD™ is waterprocf and remains effective following bathing, shampooing,
swimming (water immersion} or after exposure te rain or sunlight.

Convenient topical treatment for dogs who enjoy the outdoors

(Convenient){to use)(Easy to apply) spot-on application

Persistent (sustained) efficacy through 30 days

Protects for (at least) one month

Convenient (easy to apply) topical treatment (with [patented] applicator)(that allows
application down to the skin)

(Patented) applicator (trademark) for easy application directly to the skin

¢ Quick-drying

+ For easy and convenient application, CERTISHIELD™ for dogs is available in sizes for
puppies and small dogs ONLY (8 weeks old or older) and 11-22.9 Ibs. (0.034 fl. 0z.)(1.0
ml), medium dogs 23-44.9 Ibs. (0.068 fl. 0z.) (2.0 ml), large dogs 45-88.9 Ibs. (0.135 fl.
oz.) (4.0 ml), and extra-large dogs 89-132 Ibs. {0.203 fl. 0z.)(6.0 ml).

Easy, spot-on (topical} application

Guaranteed effective for (at least) one month

New {cormbination){formula for your dog(s))(first six months)

Non-greasy

(Formulated) for dogs that (enjoy)(love) the outdoors

Waterproof

Convenient to use

(3)(6) applicator(s) (1.0 ml, 2.0 ml, 4.0 ml, 6.0 ml)

(3)(6) applicator(s) (0.034 fl. oz., 0.068 fl. oz., 0.135 fl. oz., 0.203 fl. oz.)

(3)(6) applicator(s) (0.034 fl. oz. [1.0 ml], 0.068 fl. oz. [2.0 ml], 0.135 fl. oz. [4.0 mI],
0.203 fl. 0z. {6.0 ml])

{3)(6) applicator({s)(each) containing (0.034 fl. oz. [1.0mI], 0.068 fl. cz. [2.0 ml], 0.135
fl. 0z. [4.0 mit], 0.203 fl. 0z. [6.0 ml])

{3)(6) applicator{s)

{3)(6) monthly dose(s) [applicaticn(s)]

(3)(6) applicator{s)

This product is only for use on dogs and puppies (8 weeks or older and 11-22.9
Ibs.)(weighing 23 to 44.9 Ibs.){weighing 45 to 88.9 |bs.)(weighing 89 to 132 Ibs.)

Easy and convenient application(s)

Stops existing infestations and prevents establishment of new infestations

Convenient topical treatment for dogs

Quick onset of activity

Persistent efficacy through 30 days

Prevents (re-)infestation for one month

Once monthly application

CERTISHIELD™ is brought to you by the makers of FRONTLINE®

Quick drying, non-greasy

{Convenient) (to use) Easy (to apply) spot-on (topical) application. .

No noticeable odors

Easy to use applicator makes treatment simple (trouble free, smooth) and COY zf01 table for
you and your our pet

Convenient, easy to apply topical solution

Starts working by (on) contact

(In) child-resistant packaging

Convenient (to use), easy to apply (topical solution) s
Waterproof (remains effective after bathing and swirmming) for up to four wepl/s (a
month} {one month) :
Remains effective after exposure to sunlight

*» Remains effective even after bathing, water immersion, or exposure to rain or sunlight

102

Page 15 of 16



Reason to Issue: Product Registration Date: 11/19/12
Supersedes: 05/10/12

Remains effective even after bathing {and swimming)
Remains effective after exposure to rain and/or sunlight
Still works after bathing, swimming or exposure to sunlight
Maintains residual efficacy after bathing and swimming
Remains effective after bathing (and swimming) [(for a month) (for one month) (for up to
four weeks)]

For dogs that enjoy the outdoors

For indoor and outdoor dogs

Convenient topical treatment for dogs who enjoy the outdoors
Formulated for dogs that love the outdoors

For dogs that enjoy the outdoors

Illustration of flea life cycle

IHustration of tick life cycle

Iftustration of mosquito life cycle

IHiustration of mite life cycle

Illustration of louse life cycle

Ifiustration of flea

IHustration of tick

Iftustration of mosquito

IHfustration of mite

Iltustration of louse

Picture or illustration of a dog (or puppy)

Picture or illustration of the Merial logo

Picture or illustration of the primary package (applicators)
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Diraft Master Labe!
Includes iabel text for four different applicator sizes correspending to four dog weight
ranges, and inciuding 2 3x and 6x applicator presentation. Optional text appears in

brackets,

{For alternate marieting text to use on carton and insert, see pages 11-16)

(CARTON FRONT PANEL
(316l
monthly

CERTISHIELD™ for dogs dose(s)
[From the makers of FRONTLINE®]

Picture of

representative
size dog

[Fast-Acting, long-lasting control of fleas, ticks, lice, biting flies and mosquitoes for use on (Dogs
& Puppies ONLY 8 weelks or older and 11-22.9 Ihs.)

{Dogs ONLY 23 ~ 44.9 |bs.)

{Dogs ONLY 45 - 88.9 [bs.)

{Dogs ONLY 89 ~ 132 1bs.)

KEEP OUT OF REACH OF CHILDREN

CAUTION
For First Aid and other precautionary statements, refer to product package insert.
READ THE ENTIRE LABEL BEFORE EACH USE

ACTIVE INGREDIENTS

FIpronilo...oovveeevsiivininsciienirercrecreecesscinncnen . 0.0 1%
Permethrin®.... ..o s e 44.88%
OTHER INGREDIENTS. ... 48.11%
TOTAL. .o srerisinaies e 100.0%

*eis-trans ratio: max. 55% (+/-) cis and min. 45% (+/-) trans

Net Contents:; 3-[0.102 fl. oz. (3.0 ml), 0.204 fl. oz. (6.0 ml), 0.405 fl. 0. (lz 0 ml) 0.609 fl.

o0z. (18.0 m)]
Net Contents: 6-[0.204 fl, oz. (6.0 ml), 0.408 fl. oz. {12.0 ml), 0.810 (24 C ml) i. 218 fl 0z,

(36.0 ml)]

Do Not Use on [[1.5x% 1.5¢cm] Tiack & Trace t
Cats .. .....
Pictogram DO NOT USE ON CATS L ;
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(CARTON BACK PANEL

CERTISHIELD™ for dogs

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS and DOMEBSTIC ANIMALS

HAZARDS TO HUMARSE

Harmful if swallowed or absorbed through the skin. Causes eye irritation. Avoid contact with
skin, eyes, or clothing. Wash hands thoroughly with soap and water after handling and before
eating, drinking, chewing gum, using tobacco, or using the toilet.

RAZARDS TO DOMESTIC ANIMALS
For external use on dogs ONLY.

DO NOT USE ON CATS PICTOGRAM (1.5 x 1.5 cmj

DO NOT USE ON CATS - IF INGESTED BY A CAT THAT HAS ACTIVELY GROOMED A
RECENTLY TREATED DOG, THIS PRODUCT MAY HAVE SERIOUS HARMFUL EFFECTS. IF THIS
OCCURS, CONTACT YOUR VETERINARIAN IMMEDIATELY.

Do not use on puppies under 8 weeks of age or weighing less than 11 Ibs. Individual
sensitivities, while rare, may occur after using ANY pesticide product. Dogs may experience
some temporary irritation at the site of product application. If signs of sensitivity occur, bathe
your pet with mild soap or shampoo and rinse with large amounts of water. If signs of sensitivity
occur and persist, contact a veterinarian immediately. If your dog has an unusual reaction to the
initial application, consult a veterinarian before repeating application. Certain medications can
interact with pesticides. Consult a veterinarian before using on medicated, debilitated, aged,
preghant or nursing dogs, or animals known to be sensitive to pesticide products. Call 1-800-
660-1842 for 24-hour assistance,

FIRST AID

IF SWALLOWED: s Call a poison control center or doctor
immediately for treatment advice.

¢ Have a person sip a glass of water if able to
swaliow.

¢ Do not induce vomiting unless told tn do so
by a poison control center or doziof.

e Do not give anything by mouth to ar,
UNCONSCIOUS person, -

IF IN EYES: =« Hold eye open and ¥inse: s]owly and gently
with water for 15-20 minvtas. . :
« Remove contact lenses, if present, after the
first 5 minutes, then continue rinsing ‘eye.
¢ Call a poison control cer-ter or roctor for
treatment advice.

IF ON SKIN OR CLOTHING: + Take off contaminated clothlng

« Rinse skin immediately with p]e;rry of water
for 15-20 minutes.

e Call a poison control center or doctor for
treatment advice.

Have product container or label with yvou when calling & poison control center or
doctor, or geing for treatment, or call 1-800-660-1842 for 24~hour assistance,
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(CARTON BACK PANELY CONT'E.

Meriai Limdee. Satisfaction

3239 Sateltite Bive Guaranteed

Duluth, GA 300964640, US? MADE IN FRANCE Graphic

EFA Reg. Ro. 653321 i Piease call our experts at

EPA Est, No. 65331-FR-% 1-800-660-1842 if you have any

questions or comments about flea,
tick, mosquito, biting fly and lice
control or CERTISHIELD™,
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(CARTON INSIDE FRONT PANEL

DIRECTIONS FOR USE

It is a violation of Federal iaw to use this product in any manner inconsistent with its labeling. Do
not allow children to apply product. TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE
LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS AND PRECAUTIONARY
STATEMENTS CAREFULLY. FOR EXTERNAL USE ON DOGS ONLY. DO NOT USE ON CATS OR
RABBITS. DO NOT USE ON OTHER ANIMALS.

DO NOT USE ON CATS.

FOR EXTERNAL USE ON DOGS and PUPPIES ONLY. Do not use on dogs or puppies under 8
weeks of age or weighing less than 11 Ibs. Do not split applicators between dogs. Do not use
muftipfe applicators on one dog, Weigh your dog to be sure you are applying the right dose
formulated for the weight of your dog. Overdosing your dog can result in serious illness. Do not
bathe your dog within the first 24 hours after the product has been applied.

if your dog is exhibiting signs of and/or is being treated for skin problems, talk to your
veterinarian before applying any topical flea and tick control product. Do not apply more often
than once a month.

For use in DOGS and PUPPIES 8 weeks old or older. To repel and kifl fieas, ticks, and
mosquitoes; to kill chewing fice and to aid in control of sarcoptic mange mites; to repef and
prevent bicod feeding by biting flies. Apply monthly according to the foliowing directions:

APPLICATION DIRECTIONS
(Instructions for the 3x/6x Carton):

How to Apply CERTISHIELD™ for dogs

Step 1: TO REMOVE Applicator: Prior to opening, separate one blister by tearing along
perforation.

Step 2: TO OPEN, use scissors to cut aleng dotted fine of single blister, then pull apart foil and
remove the applicator. OR fold on line at corner, tear and open at slit and remove the applicator.
Step 3: HOLD Applicator Upright away from you and your pet’s face, cut applicator tip to
open. Do not get the product in your dog’s eyes of mouth.

Step 4: Apply CERTISHIELD™

dogs and puppies (8 weeks or ofder} and weighing 11-22.9 [bs.: Deposit entire "_dht‘e’nts by
squeezing the entire applicater contents onto dog's skin, at a single site, between ihe shoulder
blades. For medium dogs 23-44.9 ibs. or large dogs 45-88.9 |bs.: Apply: th&* irroduct evenly to
three spots on the dog's back, starting between the shoulder blades anid continuing on to the
second and third spots, squeezing the applicator until empty. For extra-farge:cogs 89 132 Ibs.:
Apply the product evenly to four spots on the dog's back, starting between the shouldpr blades
and centinuing on to the second, third and fourth spots, squeezing the anplicator untit ampty.
Ensure that CERTISHIELD™ for dogs is not applied superficially on dog's halr ;

Page 4 of 16
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(CARTON INSIDE FLAPS

CERTISHIELD™ for dogs
Repels and kills fieas, ticks, mosquitoes, and biting fiies, and kilis chewing iice for up to a month.

Fleas do not have to bite to dis.

CERTISHIELD™ for dogs provides efficacy against fleas and ticks with a rapid onset of activity
in as little as 6 hours. The active ingredients in CERTESHIEELD™ provide for fast acting and iong-
fasting control of fleas, ticks, chewing fice and mosquitoes on dogs.

[PICTOGRAMS (icon with slash through})]
Aduit Flea

Aduit Tick

Chewing Lice

Mosquitoes

Biting Flies

Sarcoptic mange mites

PFRONTLINE is a registered trademark, and ™CERTISHIELD is a trademark, of Merial.
©2012 Merial Limited, Dufuth, GA.
All rights reserved.
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(PACKAGE INSERT FRONT

CERTISHIELD™ for doos

For use ONLY on dogs and puppies 8 weeks or olgs:

Convenient, fast-acting, long-lasting spot-on for treatment and control of fleas, ticls,
mosguitoes, biting flies and chewing lics

ACTIVE INGREDIENTS

Fipronil... USRNSSR + 18 § X
Permethrm* e 4L 8 8%
OTHER INGREDIENTS .................................. 49,11%
TOTAL....cc i s st 100.0%

*cisfirans ratio: max 55% ()} cis and min 45% ()} trans

KEEP QUT OF REACH OF CHILDREN

CAUTION
See Carton for First Aid and Precauticnary Statements.

CERTISHIELD™ for Dogs
Repels and Kkills fleas, ticks, and mosquitoes; repels biting flies and kills chewing lice
« Repels and prevents blood feeding by biting flies and mosguitoes for up to a month
+« Persistent efficacy through 30 days
« FEffectively stops existing infestations and prevents re-infestations of fleas, ticks and
chewing lice
¢« Rapidly kills ticks which may transmit Lyme disease, Rocky Mountain spotted fever,
Anaplasmosis, Babesiosis, canine Ehrlichiosis or cause tick paralysis
e Starts rapidly killing fleas in as little as & hours, and ticks for an entire month, including
Deer ticks, Brown Dog ticks, American Dog ticks, and Lone Star ticks
« Kills fleas which may cause flea allergy dermatitis
Kills fleas that may transmit bartonellosis, turalemia and tapeworm

L3

« Repels and kills mosquitoes which may be a vector of Do not use on cats
heartworm {Dirofilaria immitis) for one month pictogram

e Aids in control of sarcoptic mange infestations

¢ Can be used on dogs and puppies 8 weeks or older DO NOT USE ON CATS

« Fast-acting [1.5 x 1.5 cm]

e Convenient to use

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in any manner inconsistent with ItS Iabelmg Do
not allow children to apply product. TO PREVENT HARM TO YOU AND YOUR DOG, REAL ENTIRE
LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS A‘\ID PRECALITIONARY
STATEMENTS CAREFULLY. FOR EXTERNAL USE ON DDGS ONLY. DO NOT USE o'\z CATS OR
RABBITS, DO NOT USE ON OTHER ANIMALS., 7100

DG NOT USE ON CATS

FOR EXTERNAL USE ON DOGS ORNLY. Do not use on dogs or puppies undrr. & weeks of age or
weighing less than 11 Ibs. Do not split pipettes between dogs. Do not use multiple pi';::e L@ on
one dog. Weigh your dog to be sure you are applying the right dose formulated for the weight of
your dog. Overdosing your dog can result in serious illness. Do not bathe your dog within the
first 24 hours after the product has been applied. If your dog is exhibiting signs of and/or is
being treated for skin problems, talk to your veterinarian before applying any topical flea and
tick control product.

Page 6 of 16
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(PACKAGE INSERT BACK;

(Open the chilo-resistant packaging accerding to the instructions founa on the inside front panel
of the cartonr’

FREQUENCY OF APPLECATIORN

Fleas, ticks, and chewing lice infestations can be controlled with monthly applications of
CERTISHIELD™ for Dogs. Biting flies and mosquitoes are repelled by CERTISHIELD™ for
Dogs.

CERTISHIELD™ for Dogs can start killing adult fleas within 6 hours and lasts for up to three
months. Apply monthly if your dog has fleas that may cause flea allergy dermatitis (FAD), or if
re-infestation is likely,

CERTISHIELD™ for Dogs can kill ticks for at least a month. Apply monthly where tick control is
consistently needed.

CERTISHIELD™ for Dogs can kill biting and chewing lice for up to a month. Apply monthly
where lice contro! is consistently needed.

CERTISHIELD™ for Dogs aids in the control of sarcoptic mange.

When applied monthly, CERTISHIELD™ for Dogs repels and prevents blood feeding by biting
flies and mosquitoes for up tc a month.

Wait at least 30 days before re-application of CERTISHIELD™ for Dogs. Avoid contact with
treated area until dry. CERTISHIELD™ remains effective even after bathing, water immersion,
or exposure to sunlight. A monthly application of CERTISHIELD™ kills and repels fleas, all
stages of ticks, mosquitoes, biting flies, and chewing lice. Do not apply more than once a month.
Research demonstrates that CERTISHIELD™ remains effective even after bathing, water
immersion, or exposure to sunlight.

PESTICIDE STORAGE AND DISPOSAL

Do not contaminate water, food, or feed by storage and disposal.

STORAGE. Store unused product in original container only in a cool dry place, out of reach of
children and animals.

PESTICIDE DISPOSAL. If partly filled: Call your local solid waste agency or 1-800-CLEANUP
for disposal instructions. Never place unused product down any indoor or cutdoor drain.
CONTAINER DISPOSAL. If empty: Nonrefillable container. Do not reuse or refill this
container. Place in trash or offer for recycling, if available.

How Supplied
For easy and convenient application, CERTISHIELD™ for dogs is available in sizes for small dogs

& puppies ONLY 8 weeks or older and 11-22.9 Ibs., medium dogs 23-44.9 lbs., larg2 dogs 45-
88.9 |bs., and extra-large dogs 89-132 Ibs. ' '

WARRANTY SR :
Seller makes no warranty, expressed or implied, concerning the use of this product other than

indicated on the label. To the extent consistent with applicable law, buyer-assumes 2l risk of use
and handling of this material when such use and handling are contrary to the.label insa-uctions.

Questions or Comments?
Call: 1-800-660-1842,
Monday-Friday, 8Bam-8pm EST

EPA Reg. No. 65331-8

Merizl Limited CERTISHIELD™ is a tradematk of Merial.
3239 Satellite Bivd. ©2012 Merial Limited, Duluth, GA.
Duiuth, GA 30096-4640, USA Alf rights reserved.
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{(COMPLIANCE CARD

Tick
(FRONT pictogram
See other side for mors
Pipette Adult flea
CERTISHIELD™ for doogs | pictogram pictogram
Some tips and other information:
DO NOT USE ON CATS.
Chewing lice

To successfully control fleas, ticks, chewing lice, mosquitoes, biting flies and sarcoptic pictogram
mange mites, all dogs must be treated with their own dose of CERTISHIELD ™.

Apply according to label instructions, ensuring the product is applied to the skin. Do not apply on
top of the haircoat. it may be helpful to remove the collar before application, so it doesn't absorb

the product.

Remember, your dog needs to be dry at the time CERTISHIELD™ is applied and remain dry 24

hours after application. Mosquito

Verify applicator is empty after applying to your dog. pictogram

Even indoor-dogs need flea and tick control because you or other dogs in the household

may bring fleas and ticks into the home. Biting fly
pictogram

(BACK)

Do not use on
cats pictogram

Calendar reminder stickers

To ensure continued protection of your dog, use these stickers as a reminder to apply and re-
purchase CERTISHIELD™,

After treating your pet for the first time, peel off the sticker and place on your calendar that day.

Place the remaining stickers on your calendar as a reminder to apply CERTISHIELD™ monthly.

’ - I
Don't forget to re-purchase! 5 stickers that read “Apply

CERTISHIELD ™", with the 6 sticker
“Re-purchase CERTISHIELD™”

& months
Use all 6 stickers

QUESTIONS? Contact your veterinarian or call our technical experts at 1-800#660-1842,_ .
Monday-Friday, 8am-8pm. For more information, visit www.CERTISHIELD™ com.

CERTISHIELD™ is a trademark of Merial.
®2012 Merial Limited, Duluth, GA. All rights reserved.
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(LABEL ON INDIVIDUAL APPLICATOR

CERTISHIELD™ for Dogs
6.01% fipronii
44 .88% Permethn:
ONLY for dogs & puppies (8 weeks or older and 11-22.9 Ibs.)
(23-44.9 |bs.)(45-88.9 |bs.}(89-132 ibs,)
EPA Reg. Na. 65331-8

KEEP QUT OF REACH OF CHILDREN
CAUTION

Lot No.

(0.034)(0.068)(0.135)(0.203) fl. oz.

Do not use an
cats pictogram
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(LABEL ON BLISTER PACK

CERTISHIELD™ for Dogs

(0.034 fi. 0z.}
(0.068 fi. 0z.)
(0.135 fl. 0z.)
(0,203 fl, 0z.)

KEEP OUT OF REACH OF CHILDREN
CAUTION
(DOG 22.9}(DOG 44.9)(DOG 88.9)(DOG 132)

Lot No,

-
ot

-+ 3T GAOSHO i
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Alternate marketing text for carton or inser

CERTISHIELD™ for dogs [starts rapidiy killing fieas and ticiks within 6 hours providing z
convenient, effective treatment for fleas and ticks}. CERTISHIELD™ Kilis and repels fiea:.
mosquitoes, biting flies, and kills chewing lice; ONLY for (dogs and puppies 8 weeks or older anc
11-22.9 Ibs)(dogs weighing 23 - 44.9 |bs)(dogs weighing 45 - 88.9 Ibs)(dogs weighing 89 - 132
Ibs).

[Multiple Infestations]

e Starts rapidly killing fleas (in) (as little as) (6 hours), and kills ticks including Deer ticks,
Brown dog ticks, American dog ticks, and Lone Star ticks

+ Kills and repels ticks, mosquitoes and biting flies

¢« Repels and kills mosquitoes for up to four weeks

« Kills ticks which may transmit Lyme Disease, canine Ehrlichiosis, Anaplasmosis, Rocky
Mountain Spotted Fever, Babesiosis, or cause tick paralysis

¢ (Kills)(Stops)(Controls) existing infestations and prevents re-infestations of fleas and
ticks

¢ Fast-acting, starts Killing fleas (in)(as little as) (6 hours)

¢ Long-lasting for {1 month against ticks)(and)(3 months against fleas)

e Re-infestation of fleas, ticks and mosquitoes, (biting, chewing) lice and biting flies is
prevented for a (one} month or longer

¢ After application, CERTISHIELD™ spreads over the dog’s body to provide {full body) (all
over) protection against fleas, ticks, mosquitoes, biting flies and chewing lice

¢ CERTISHIELD™ provides ongoing protection against fleas, ticks, mosquitoes, biting flies,
and chewing lice [for at least one month (30 days)]

¢ Effective monthly treatment of fleas and ticks

¢ Easy, fast, effective control of fleas and ticks that lasts at least 1 month (30 days)

e Using the (patented){trademark) applicator, CERTISHIELD™ is specially designed to
spread over the dog’s body providing effective control of fleas and ticks

¢ Prevents reinfestation (of fleas)(of ticks) for up to one month

e« Monthly treatment is recommended for optimal control and prevention of fleas and ticks

¢« Proven treatment technology for (the control of) flea(s)(infestations), (ticks),
(mosquitoes), (biting flies), (and chewing lice)

¢« CERTISHIELD™ uses (different)(multiple) modes of action to kill
(ticks)(fleas){mosquitoes)(chewing lice)(sarcoptic mange mites)(biting flies)

« For convenient, quick-acting, long-lasting control of fleas, ticks, mosquitoes and lice.

¢ (When) Applied topically on a monthly basis, CERTISHIELD™ for dogs repels and kills
fleas, ticks and mosquitoes, kills (biting, chewing) lice, aids in control of sartontic mange
mites and repels (and inhibits blood feeding) biting flies and mosquitoes.

5 CERTISHIELD“’“ contains the active zngredlents fipronll and permethrin, which: ce ntrol

mosquitoes.

Kills fleas, ticks, lice, and mosquitoes, repels biting flies and mOSQuILUd‘s
Repels and kills fleas and ticks

Repels fleas, ticks, biting flies and masquitoes

For the control and prevention of flea [and lice] infestations ©o

Flea, tick, (biting and chewing) lice infestations can be controlled with month Al
applications of CERTISHIELD™ for dogs.

Biting flies and mosquitoes are (also) repelled by CERTISHIELD™ for dogs.
Monthly application against fleas, ticks and mosquitoes

Kills fleas, ticks and mosquitoes for (up to) one month

Monthly application is recommended for control and prevention of fleas, ticks and
mosquitoes

e & 6 ¢ a

a & A n
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iong lasting fiea, tick and mosquito controf for your pe:

CERTISHIELD™ for doos is indicated for the prevention and control of fieas. ticke
mosquitoes, and lice on 0ogs and puppies § weeks of age and oige”

Kills fieas, ticks, mosquitoes, lice, and aids in control of sarcootic mange mites
Kills and repels fleas, ticks, and mosouitoes.

[Fieas]

&

a o & &

L

" 8 82 2 & O

2 @ 8 5 B 4 a o 2

Prevents fleas on treated dogs from infesting your home

Kiils fieas on dogs within (in) (as little as} (6 hour) and continues to prevent infestations
for a month

Kills fleas (before they lay eggs) (that may transmit bartonellosis and tapeworm disease)
Kills fieas which may cause fira allergy dermatitis

The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder
known as flea aliergy dermatitis (FAD). Treatment of dogs with CERTISHIELD™ rapidly
kills fleas and may reduce the incidence of this condition.

CERTISHIELD™ kills existing fleas on dogs within (6 hours).

Re-infesting fleas are killed within (6 hours) with protection against further flea
infestation lasting at least four weeks. Pre-existing pupae in the environment may
continue to emerge for six weeks or lenger depending upon climatic conditions.

Prevents fleas on treated dogs from infesting your home.

Kills fleas on dogs within (6 hours) and continues te prevent infestations for a month.
Approximately 95% of the flea popuiation in a household infestation are immature flea
stages that live in the dog’s environment

May reduce the incidence of flea allergy dermatitis

The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder
known as fiea allergy dermatitis (FAD). Treatment of dogs with CERTISHIELD™ rapidly
kilis fleas and may reduce the incidence of FAD

CERTISHIELD™ is useful for dogs susceptible to flea aliergy dermatitis (FAD)

Reguiar use of CERTISHIELD™ breaks the flea life cycle

Kiils (newly emerged) fleas (before they lay eggs) for up to 12 weeks

CERTISHIELD™ for dogs can kill adult fleas in 6 hours {and iasts) for (up to} 12 weeks.
Apply monthly if your dog has fleas that may cause flea allergy dermatitis (FAD), or if
reinfestation is likely.

Kilis newly emerged aduit fleas prior to egg laying

Kills fieas (within & hours} that may transmit bartoneiiosis, (tularemia) (and tapeworm)
Kiils fleas (within 6 hours) that may transmit bartoneliosis, (tuiaremia) (and tapeworm
infestations}

Kills fleas (within 6 hours) that may transmit bartonellosis and tularemia

Acts to kill fieas that may transmit bartoneliosis and tularemia

Kilis fleas that may serve as an intermediate host for tapeworms (D;pyr’;d:um camnum)
Kills fleas that may serve as an intermediate host for cysticercoids of tapeworme. .

Kiils fieas that may serve as hosts for life cycle intermediates of tapeworms

Kills (adult} fleas (within 6 hours) that may cause Flea Allergy Dermatitis (FAD) (or) (fiea-
bite anemia) o

Fieas do not have to bite to die

Controls highiy [irritating] [annoying] [flea] bites

CERTISHIELD™ for dogs rapidly kilis fleas that may cause FAD (Fiea A ‘ergy De matrtls)
Kills adult fleas for up to 3 months (12 weeks) L

Kilis fleas

Easy to apply, control of (for} fleas that iasts up to 3 months (12 weeks)
CERTISHIELD™ for dogs kills fleas on your dog

Once a month topical flea contro! for dogs and puppies 8 weeks of age or oider
CERTISHIELD™ for dogs is indicated for the prevention and control of fieas on dogs and
puppies 8 weeks of age and older
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One application orevents further fiea infestations for up to (12 weeks) ({threei months

-3

e Monthly treatment (all year) is recommended for control anc orevention of fieas

= Provides ongoing protection against fieas

¢ Stops existing fiea infestations by (rapidly} killing adult fieas

¢« Kills fleas before they lay eggsz

¢ Prevents [Stops] re-infestations by killing adult fleas (before they iay eggs’

o Treatment with CERTISHIELD™ rapidly kills fleas which may cause flea aliergy
dermatitis [FAD] or flea bite hypersensitivity

« Use flea [prevention] [protection} year-round

[Ticks]

e Kills all stages of ticks infesting dogs

o {Rapidly)(kills}{ticks){which may cause){which may transmit) Lyme disease,
{Ehrlichiosis), {Anaplasmosis), (Babesiosis), (Tick Paralysis}, (Rocky Mountain Spotted
Fever), and {Southern Tick Associated Rash Iliness)

s Kills ticks for (up to){at least) 4 weeks

e CERTISHIELD™ for dogs rapidly kills all stages of ticks, including Deer ticks, Brown dog

ticks, American dog ticks, and Lone Star ticks

Kills and repels ticks

Kills the vectors that may transmit Lyme disease, Rocky Mountain spotted fever,
ehrlichiosis, and heartworm disease,

Ticks: CERTISHYELD™ for dogs can kill ticks for (up to} a [one] month. Apply monthly
where tick control is consistently needed.

Kills and repels all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and
Deer ticks (that may transmit Lyme disease, Rocky Mountain Spotted Fever, babesiosis,
ehrlichiosis and anaplasmosis)

Kills ticks including Deer ticks {that may transmit Lyme disease}, American dog ticks (that
may transmit Rocky Mountain Spotted Fever), Brown dog ticks and Lone Star ticks (that
may transmit ehrlichiosis) for up to one month (4 weeks)

Kills Brown dog ticks (Rhipicephalus spp.), American dog ticks (Dermacentor variabilis),
Deer ticks {(Ixodes spp.} and Lone Star ticks {Amb/yomma americanum?} for up to one
month (4 weeks).

Kills Amblyomma americanum (Lone Star ticks) for 4 weeks (for up to one month).
Monthly application against ticks
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Mosqguitces and biting fiies’

Kills mosquitoes

Kills mosquitoes for up to (28 gays){four weeiks) (g [onej month.

Repels and inhibits blood feeding by biting flies and mosguitoes

Biting flies and mosquitoes: When applied monthly, CERTISHIELD™ for dogs (prevents
bloed feeding by) (and) repeis) biting flies and mosguitoes for (up to) 4 weeks {a [one]
month}

Repels and prevents blood-feeding by biting flies and mosguitoes for up (one) a month
Repels and kills mosquitoes for up to four (4) weeks

Prevenis blood feeding by mosguitoes

Repels and prevents {inhibits) blood-feeding by biting flies

Repels and kills mosquitoes often before they have a chance to take a blood meal
[(Prevenis blood-feeding by) (Kills and repels)] mosquitoes

Repels biting flies

Repels [{annoying){bothersome)({nuisance)] biting fiies

Inhibits [{annoying}{bothersome )}{ nuisance)}] biting flies

[{Prevenis)(inhibits)] blood-feeding by biting flies

Kills mosquitoes that may carry hearfworm disease

Repels and Kills mosquitoes {Cufex spp, Ochlerotatus spp, Aedes spp) which may be (a)
vector{s) of heartworm {Dirofilaria immitis) for one month

Repels and prevenis blood-feeding by biting flies

[Lice and Sarcoptic mange mites]

1
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(For treatment of)(Treats and controls)(Provides effective control of}{For treatment of
infestations with){Kills){Stops existing) chewing lice (1nfestat|ons)

Kills chewing lice

Lice: CERTISHIELD™ for dogs can kill biting and chewing lice for {up to) a [one] month.
Apply monthly where lice control is consistently needed.

Sarcoptic mange mites: (CERTISHIELD™ for dogs) aids in (the) contro! of sarcoptic
mange mites (that may cause sarcopiic mange)

CERTISHIELD™ for dogs aids in (the) control of sarcoptic mange mite infestations {that
may cause sarcopiic mange).

(When applied monthly,) CERTISHIELD™ for dogs aids in {the) control of sarcoptic
mange.

Aids in {the) control of sarcoptic mange mite infestations

Kills chewing and biting lice

(Also) Kills lice and aids in control of sarcoptic mange mites

Eliminates infestations with chewing lice

Aids in control of sarcoptic mange infestations

Controls existing chewing/biting lice infestations

Kills [(biting) {chewing}] lice

For control and prevention of [{biting) {chewing}] lice {(infestationc)

Stops existing [(biting) {chewing)] lice infestations : :

Prevents and controls [{biting) {chewing)] lice {infestaticns) e

Provides control of [{hiting) {chewing)] lice {infestations) L

Kills [{biting) (chewing)] lice and prevenis further infestations

For control and prevention of (infestations with} [(biting) (chewmg)] .1ce
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CERTISHIELD™ is waterproof ang remains effective following batning, shampooing
swimming (water immersion) or after exposure to rain or suniigh:

Convenient topical treatment for dogs who enjoy the outaoors

{Convenient){to use)(Easy to apply) spot-on appiicatio”

Persistent {sustained) efficacy through 30 days

Protects for {at ieast) one month

Convenient {easy to apply) topicai treatment {with [patented] applicator)(that aliows
application down to the skin)

{Patented) applicator (trademark) for easy application directly to the skin

Quick-drying

For easy and convenient appiication, CERTISHIELD™ for dogs is availakle in sizes for
puppies and smali dogs ONLY {8 weeks oid or older) and 11-22.9 Ibs. {0.034 fl. 0z.)(1.0
mi), medium dogs 23-44.9 Ibs. (0.068 fl. 0z.) (2.0 mi), large dogs 45-88.9 Ibs. {0.135 fl.
0z.) (4.0 ml), and extra-large dogs 89-132 Ibs. {0.203 fl. 0z.)(6.0 mi}.

Easy, spot-on (topical) appiication

Guaranteed effective for {at least) one month

New {combinaticn){formuia for your dog(s)}(first six months)

Non-greasy

{Formuiated) for dogs that {enjoy)(love) the outdcors

Waterproof

Convenient to use

(3){6) appiicator(s) {1.0 ml, 2.0 mi, 4.0 mi, 6.0 ml)

{3)(6) appiicator(s) (0.034 fi. oz., 0.068 fl, oz., 0.135fl. 0z,, 0.203 fl. 0z.)

(3)(6) appiicator(s) (0.034 fi. 0oz. [1.0 mi}, 0.068 fl. 0z, [2.0 mi], 0.135 fl. oz. [4.0 ml],
0.203 fl. oz. [6.0 mI])

(3}(6) appiicator(s){each) containing {0.034 fi. oz. [1.0mi], 0.068 fi. oz. [2.0 ml], 0.135
fl. oz, [4.0 mli, 0.203 fl. oz. [6.0 mI1)

{3)(6) applicator{s)

{3){6) monthiy dose(s) [appiication{s)]

(3)(6) applicator(s)

This product is only for use on dogs and puppies (8 weeks or older and 11-22.5

ibs. {weighing 23 to 44.9 |bs.){weighing 45 tc 88.9 |bs.)(weighing 89 to 132 Ibs.)

£asy and convenient application(s)

Stops existing infestations and prevents establishment of new infestations

Convenient topicai treatment for dogs

Quick onset of activity

Persistent efficacy through 30 days

Prevents (re-)infestation for one month

Once monthly appiication

CERTISHIELD™ is brought to you by the makers of FRONTLINE@’

Quick drying, non-greasy L

{Convenient) (to use) Easy (to apply) spot-on (topicat) appllcatlor.

No noticeable odors

Easy tc use appiicatoer makes treatment simpie (troubie free, smootb) cnd comfnr'table for
you and your our pet o S
Convenient, easy to apply topical sciution o

Starts working by (on) contact

(In) chiid-resistant packaging

Convenient (to use), easy to apply {(topical solution} .
Waterproof (remains effective after bathing and swimming) for up to four weeks (a
month) {cne month)

Remains effective after exposure to sunlight

Remains effective even after bathing, water immersicn, or exposure to rain or sunlight
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Remains effective even after bathing {and swimming
Remains effective after exposure to rain and/or sunlioh®
Still works after bathing, swimming or exposure to suntigh
Maintains residual efficacy after bathing and swimming
Remains effective after bathing (and swimming) [{for a month)} (for one month} {for up to
four weeks)®

For dogs that enjoy the outdoors

For indoor and cutdoor dogs

Convenient topical treatment for dogs who enjoy the outdoors
Formulated for dogs that love the outdeors

For dogs that enjoy the outdoors

Tllustraticn of flea life cycle

Illustration of tick life cycle

THustration of mosquito life cycle

Iltustration of mite life cycle

Illustration of louse fife cycle

Illustration of flea

Hlustration of tick

THustration of mosqguito

Tllustration of mite

Illustration of louse

Picture or iflustration of a dog {or puppy)

Picture or illustration of the Merial logo

Picture or illustration of the primary package {applicators)
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Draft Master Label
Inciudes iabel text for four different applicator sizes corresponding to four dog weight

ranges, and including 2 3x and 6x applicator presentation. Optional text appears In
brackets,

(For alternate marketing text to use on carton and insert, see pages 11-16}

{CARTON FRONT PANEL)

[31[6]
monthly
CERTISHIELD™ for dogs dose(s)
[From the makers of FRONTLINE®]
Picture of
representative
size dog

[Fast-Acting, long-lasting control of fleas, ticks, lice, biting flies and mosqguitoes for use on (Dogs
& Puppies ONLY 8 weeks or older and 11-22.9 [bs.)

(Dogs ONLY 23 - 44.9 |bs.)

(Pogs ONLY 45 - 88.9 [bs.)

(Dogs ONLY 89 ~ 132 Ibs.)

KEEP OUT OF REACH OF CHILDREN

CAUTION
For First Aid and other precautianary statements, refer to product package insert.
READ THE ENTIRE LABEL BEFORE EACH USE

ACTIVE INGREDIENTS

FIpronili..eccinciiieeenser rveeecrceeseeenee. .01 %
PermMethirin.......ccoiiiiiinsienisiiins s reereereres omeeees 44.88%
OTHER INGREDIENTS. .oviviiiverreerennnn49,11%
TOTAL. ...t eemie s visiem s s 10,0 % Lo

*cig-trans ratio: max. 55% (+/-) cis and min. 45% (+/-) trans

Net Contents: 3-[0.102 fl. oz, (3.0 ml), 0.204 fl. oz. {6.0 ml), 0.405 fl. 0z, ?12.' 0 mI, 0.629 fl.

oz. (18.0 ml)]
Net Contents: 6-[0.204 fl, oz. (6.0 ml), 0.408 fl. oz. (12.0 ml), 0.810 (24 Q .TI), 1.218.6 oz.

(36.0 ml)]

(SR _!

Do Not Use on [[1.5 x 1.5 em] Track & Tnace |
Cats SIS
Pictogram DO NOT USE ON CATS R I
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(CARTON BACK PANEL

CERTISHIELD™ for dogs

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS and DOMESTIC ANIMALS

HAZARDS TO HUMANS

Harmful if swallowed or absorbed through the skin. Causes eye irritation. Avoid contact with
skin, eyes, or clothing. Wash hands thoroughly with soap and water after handling and before
eating, drinking, chewing gum, using tobacco, or using the toilet.

HAZARDS TO DOMESTIC ANIMALS
For external use on dogs ONLY.

DO NOT USE ON CATS PICTOGRAM [1.5 x 1.5 cm]

DO NOT USE ON CATS - IF INGESTED BY A CAT THAT HAS ACTIVELY GROOMED A
RECENTLY TREATED DOG, THIS PRODUCT MAY HAVE SERIOUS HARMFUL EFFECTS. IF THIS
QCCURS, CONTACT YOUR VETERINARIAN IMMEDIATELY.

Do not use on puppies under 8 weeks of age or weighing less than 11 Ibs. Individual
sensitivities, whife rare, may occur after using ANY pesticide product. Dogs may experience
some temporary irritation at the site of product application. If signs of sensitivity occur, bathe
your pet with mild soap or shampoo and rinse with large amounts of water. If signs of sensitivity
occur and persist, contact a veterinarian immediately. If your dog has an unusual reaction to the
initial application, consult a veterinarian before repeating application. Certain medications can
interact with pesticides. Consult a veterinarian before using on medicated, debilitated, aged,
pregnant or nursing dogs, or animals known to be sensitive to pesticide products. Call 1-800-~
660-1842 for 24-hour assistance.

FIRST AID

IF SWALLOWED: « Call a poison control center or doctor
immediately for treatment advice.

« Have & person sip a glass of water if able to
swalfow.

« DO not mc!uee vomiting unless to d to do so

¢ Do not give anything by mouth to an
unconscious person.

IF¥ IN EYES: v Hold eye open and riivse :s[owly and gently
with water for 15-20 mihutes. .

s Remove contact lenses; If present,. arter the
first 5 minutes, then continue rinsing eye.

¢ Call a poison confrol center or doctor for
treatment advice,

IF ON SKIN OR CLOTHING: = Take off contaminated clothmg.:- '

« Rinse skin immediately with plenty of water
for 15-20 minutes,

¢ Call a poison control center or doctor for
treatment advice.

Have product container or Iazbel with yvou when calling & poison control center or

doctor, or going for treatment, or czll 1-800-660-1842 for 24-hour assistance.
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(CARTON BACK PANELYCONTD.

Meriar Limite: Satisfaction
3239 Satellite Bivc, Guaranteed
Duluth, GA 30096-4640, USE MADE IN FRANCE Graphic
|
EPA Req. Mo, 65331-7 . Please call our experts at
EPA Est. No. 65331-FR-Z 1-800-660-1842 if you have any

questions or comments about flea,
tick, mosquito, biting fly and lice
control or CERTISHIELD™.
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(CARTON INSIDE FRONT PANEL:

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in any manner inconsistent with its labeling. Do
not allow children to apply product. TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE
LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS AND PRECAUTIONARY
STATEMENTS CAREFULLY. FQOR EXTERNAL USE ON DOGS ONLY. DO NOT USE ON CATS OR
RABBITS. DO NOT USE ON OTHER ANIMALS.

PO NOT USE ON CATS.

FOR EXTERNAL USE ON DOGS and PUPPIES ONLY. Do not use on dogs or puppies under 8
weeks of age or weighing less than 11 lbs. Do not split applicators between dogs. Do not use
multiple applicators on one dog. Weigh your dog to be sure you are applying the right dose
formulated for the weight of your dog. Overdosing your dog can result in serious illness. Do not
bathe your dog within the first 24 hours after the product has been applied.

If your dog is exhibiting signs of and/or is being treated for skin problems, talk to your
veterinarian before applying any topical flea and tick control product. Do not apply more often

than once a month.

For use in DOGS and PUPPIES 8 weeks old or older. To repel and kill fleas, ticks, and
mosquitoes; to kill chewing lice and to aid in control of sarcoptic mange mites; to repel and
prevent blood feeding by biting flies. Apply monthly according to the following directions:

APPLICATION DIRECTIONS
(Instructions for the 3x/6x Carton):

How to Apply CERTISHIELD™ for dogs

Step 1: TO REMOVE Applicator: Prior to opening, separate one blister by tearing along
perforation.

Step 2: TO OPEN, use scissors to cut along dotted line of single blister, then pull apart foil and
remove the applicator. OR fold on line at corner, tear and open at slit and remove the applicator.,
Step 3: HOLD Applicator Upright away from you and your pet's face, cut applicator tip to
open. Do not get the product in your dog’s eyes or mouth.

Step 4: Apply CERTISHIELD™ _ \

Part dog’s hair until skin is visible. Place applicator tip directly against exposed skii. ‘For small
dogs and puppies {8 weeks or older) and weighing 11-22.9 |bs.: Deposit entire: contents by
squeezing the entire applicator contents onto dog’s skin, at a single site,” between .the snoulder
blades. For medium dogs 23-44.5 Ibs. or large dogs 45-88.9 |bs.: Apply the; product-evenly to
three spots on the dog’s back, starting between the shoulder blades and zontinuing on to the
second and third spots, squeezing the applicator until empty. For extra-large: dogs 89-132 Ibs.:
Apply the product evenly to four spots on the dog's back, starting between the sh-:{UIfcié.r blades
and continuing on to the second, third and fourth spots, squeezing the gppl.cator until empty.
Ensure that CERTISHIELD™ for dogs is not applied superficially on dog’s hair.
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{CARTON INSIDE FLAPS®

CERTISHIELD™ ftor doos
Repels and kills fieas, ticks, mosguitoes, and biting fiies, and kilis chewing lice for up to a month.

Fleas do not have to bite to die.

CERTISHIELD™ for dogs provides efficacy against fleas and ticks with a rapid onset of activity
in as little as 6 hours. The active ingredients in CERTISHIELD™ provide for fast acting and long-

lasting control of fleas, ticks, chewing lice and mosqguitoes on dogs.

[PICTOGRAMS (icon with slash through)]
Adult Flea

Aduit Tick

Chewing Lice

Mosquitoes

Biting Flies

Sarcoptic mange mites

®FRONTLINE is a registered trademark, and ™CERTISHIELD is a trademark, of Merial.
©2012 Merial Limited, Duiluth, GA.
All rights reserved.

P ]
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{PACKAGE INSERT FRONT

CERTISHIELD™ for dogs

For use ONLY on dogs and puppies & weeks or oide-

Ceonvenient, fast-acting, long-iasting spot-on for treatment and control of fieas. Licke.
mosquitoes, biting flies and chewing tice

ACTIVE INGREDIENTS

Fipronil... SO ODRUPUDPUTUUOTORRN - 38 & 3 I
Permethrm’“ crrtrrvrerrenrnenreenne e B8 B8
OTHER IWGREBIENTS etrrenrereennd9.11%
TOTAL ..ot et sers 100.0%

*cisftrans ratio; max 55% (&) cis and min 45% (£} trans

KEEP QUT OF REACH OF CHILDREN

CAUTION
See Carton for First Aid and Precautionary Statements.

CERTISHIELD™ for Dogs
Repels and kills fleas, ticks, and mosquitoes; repels biting flies and kills chewing lice
« Repels and prevents blood feeding by biting flies and mosquitoes for up te a month
e Persistent efficacy through 30 days
« Effectively stops existing infestations and prevents re-infestations of fleas, ticks and
chewing lice
¢« Rapidly kills ticks which may transmit Lyme disease, Rocky Mountain spotted fever,
Anaplasmosis, Babesiosis, canine Ehrlichiosis or cause tick paralysis
¢ Starts rapidly killing fleas in as little as 6 hours, and ticks for an entire month, including
Deer ticks, Brown Dog ticks, American Dog ticks, and Lone Star ficks
¢« Kills fleas which may cause flea allergy dermatitis
Kills fleas that may transmit bartenellosis, turalemia and tapeworm

&
e Repels and Kills mosguitoes which may be a vector of
heartworm (Dirofilaria Immitis) for cne month Do ngiiéjosgergr?] cats
= Aids in control of sarcoptic mange infestations
e Can be used on dogs and puppies 8 weeks or older DO NOT USE ON CATS
« Fast-acting [1.5x 1.5.cm]
e Convenient to use .

DIRECTIONS FOR USE

It is a viclation of Federal law to use this product in any manner |nc0nS|s*en" W [th its laheling. Do
not allow children to apply preduct. TO PREVENT HARM TO YOU AND YOU’{ £0G, READ ENTIRE
LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS, AND PRECNJTIONARY
STATEMENTS CAREFULLY. FOR EXTERNAL USE ON DOGS OAMLY. DO NC' 1JSE ON:CATS OR
RABBITS, DO NOT USE ON OTHER ANIMALS. o

DO NOT USE ON CATS

FOR EXTERNAL USE ON DOGS ONLY. Do not use on dogs or puppies under 8 weeks of age or
weighing less than 11 Ibs. Do not split pipettes between dogs. Do not use muitiple pipettes on
one deg. Weigh your dog te be sure you are applying the right dose formulated for the weight of
your dog. Overdosing your dog can result in serious iliness. Do not bathe your dog within the
first 24 hours after the product has been applied. If your dog is exhibiting signs of and/or is
being treated for skin problems, talk to your veterinarian before applying any topical flea and
tick centrol preduct,
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{PACKAGE INSERT BACK:

{Open the chilg-resistant packaging according to tne instructions found con the inside front panel
of the carton’

FREQUENCY OF APPLICATIOK

Fleas, ticks, and chewing lice infestations can be controlled with monthly applications of
CERTISHIELD™ for Dogs. Biting fiies and mosquitoes are repelled by CERTISHIELD™ for
Dogs.

CERTISHIELB™ for Dogs can start killing adult fleas within 6 hours and lasts for up to three
months. Apply monthly if your dog has fleas that may cause flea allergy dermatitis {FAD), or if
re-infestation is likely.

CERTISHIELD™ for Dogs can kill ticks for at least a month. Apply monthly where tick control is
consistently needed,

CERTISHIELD™ for Dogs can kill biting and chewing lice for up to a month. Apply monthly
where lice control is consistently needed,

CERTISHIELD™ for Dogs aids in the control of sarcoptic mange.

When applied monthly, CERTISHIELD™ for Dogs repels and prevents blood feeding by biting
flies and mosquitoes for up to a month.

Wait at least 30 days before re-application of CERTISHIELD™ for Dogs. Avoid contact with
treated area until dry. CERTISHIELD™ remains effective even after bathing, water immersion,
or exposure to sunlight. A monthly application of CERTISHIELD™ Kkills and repels fleas, all
stages of ticks, mosquitoes, biting flies, and chewing lice. Do not apply more than once a month.
Research demonstrates that CERTISHIELD™ remains effective even after bathing, water
immersion, or exposure to sunlight.

PESTICIDE STORAGE AND DISPOSAL

Do not contaminate water, food, or feed by storage and disposal,

STORAGE. Store unused product in original container only in a cool dry place, out of reach of
children and animals.

PESTICIDE DISPOSAL. If partly filled: Call your local solid waste agency or 1-800-CLEANUP
for disposal instructions. Never place unused product down any indoor or outdoor drain.
CONTAINER DISPOSAL. If emply: Nonrefillable container. Do not reuse or refill this
container. Place in trash or offer for recycling, if available. :

How Supplied ' :
For easy and convenient application, CERTISHIELD™ for dogs is available it sizes for smaII dogs

& puppies ONLY 8 weeks or older and 11-22.9 Ibs., medium dogs 23-4<.9 [bs., Iarge dogs 45-
88.9 Ibs., and extra-large dogs 89-132 Ibs, _

WARRANTY '
Se]ler makes no warranty, expressed or 1mp|1ed concermng the use of thI‘S product o*her than

and handling of this matenal when such use and handling are contrary to the label instructions.

Questions or Comments?
Call: 1-800-660-1842,
Moanday-Friday, Bam-8pm EST

EPA Reg. No. 65331-8

Merial Limited CERTISHIELD™ is a trademark of Merial,
3230 Satellite Blvd. ©2012 Merial Limited, Duluth, GA,
Duluth, GA 30096-4640, USA All rights reserved.
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{COMPLIANCE CARLD )
Tick
(FRONT pictogram
See other side for mors o
. Pipette | | Adultflea
CERTISHIELD™ for dogs l pictogram | J pictogram

Some tips and other information:

DO NOT USE ON CATS.
Chewing lice

To successfully control fleas, ticks, chewing lice, mosquitoes, biting flies and sarcoptic pictogram
mange mites, all dogs must be treated with their own dose of CERTISHIELD™,

Apply according to label instructions, ensuring the product is applied to the skin. Do not apply on
top of the haircoat. It may be helpful to remove the collar before application, so it doesn’t absorb

the product.

Remember, your dog needs to be dry at the time CERTYSHIELD™ is applied and remain dry 24

hours after application. Mosquito

Verify applicator is empty after applying to your dog. pictogram

Even indoor-dogs need flea and tick conirol because you or other dogs in the household

may bring fleas and ticks into the home. Biting fly
pictogram

(BACK)

o not use on
cats pictogram

Calendar reminder stickers

To ensure continued protection of your dog, use these stickers as a reminder to apply and re-
purchase CERTISHIELD™,

K 5 - |
Don't forget to re-purchase! 5 stickers that read “Apply

CERTISHIELD™", with the 6" sticker | .

6 months “"Re-purchase CERTISHIELD ™"

{se all 6 stickers

3 months

QUESTIONS? Contact your veterinarian or call our technical experts at 1-800-5660-1842,
Monday-Friday, 8am-8pm. For more infoermation, visit www.CERTISHIELD™. corm.

CERTISHIELB™ is a trademark of Merial.
©2012 Merial Limited, Duluth, GA. All rights reserved.
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{LABEL ON INDIVIDUAL APPLICATOR

CERTISHIELD ™ for Dogs
6,01% fiproni]
44 .88% Permethrin
ONLY for dogs & puppies (8 weeks or oider and 11-22.9 |bs.)
(23-44.9 ibs.)(45~88.9 ibs.)(85-132 ibs.)
EPA Reg. No. 65331-8

KEEP OUT OF REACH OF CHILDREN
CAUTION

Lot No.

(0.034)(0.068)(0.135)(0.203) fl. oz.

>0 not use on
cats pictogram

Page 9 of 16
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(LABEL ON BLISTER PACK]

CERTISRHIELD™ for Dogs

{0.034 fl. 0z.)
{0.068 fl. 0z.}
(0.135 fi. 0z.)
(0.203 fi. 0z.)

KEEP OUT OF REACH OF CHILDREN
CAUTION
(DOG 22.9)(DOG 44.9)DOG 88.9)(DOG 132)

1ot No.

s

" 3N GLIONOT 1D

Page 10 of 16

129



Reason to Issue: Product Registration Date: 11/19/12
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Alternate marketine text for carion or inser

CERTISRIELD™ for dogs [starfs rapidly killing fieas and ticks within 6 hours providing &
convenient, effective treatment for fleas and ticks]. CERTISHIELD™ kilis and repels fieas.
mosquitoes, biting flies, and kills chewing lice; ONLY for (dogs and puppies 8 weeks or older and
11-22.9 Ibs)(dogs weighing 23 ~ 44.9 Ibs)(dogs weighing 45 - 88.9 Ibs){dogs weighing 89 ~ 132
1bs).

[Multiple Infestations]

e Starts rapidly killing fleas (in) (as little as) (6 hours), and kills ticks including Deer ticks,
Brown dog ticks, American dog ticks, and Lone Star ticks

« Kills and repels ticks, mosquitoes and biting flies

e Repels and kills mosquitoes for up to four weeks

o Kills ticks which may transmit Lyme Disease, canine Ehrlichiosis, Anaplasmosis, Rocky
Mountain Spotted Fever, Babesiosis, or cause tick paralysis

= (Kills)({Stops}{Controls) existing infestations and prevents re-infestations of fleas and
ticks

¢« Fast-acting, starts killing fleas (in)(as little as) (6 hours)

o Long-lasting for (1 month against ticks)(and)(3 months against fleas)

« Re-infestation of fleas, ticks and mosquitoes, {biting, chewing) lice and biting flies is
prevented for a (one) month or longer

o After application, CERTISHIELD™ spreads over the dog’s body to provide (full body) (all
over) protection against fleas, ticks, mosquitoes, biting flies and chewing lice

+ CERTISHIELD™ provides ongoing protection against fleas, ticks, mosquitoes, biting flies,
and chewing lice [for at least one month (30 days)]

+ Effective monthly treatment of fleas and ticks

e Easy, fast, effective control of fleas and ticks that lasts at least 1 month (30 days)

« Using the (patented)(trademark) applicator, CERTISHIELD™ is specially designed to
spread over the dog's body providing effective control of fleas and ticks

e Prevents reinfestation (of fleas){of ticks) for up to one month

¢ Monthly treatment is recommended for optimal control and prevention of fleas and ticks

« Proven treatment technology for (the control of) flea(s)(infestations), (ticks),
(mosquitoes), (biting flies), (and chewing lice)

« CERTISHIELD™ uses (different)(multiple} modes of action . to kill
(ticks)(fleas)(mosqguitoes)(chewing lice)(sarcoptic mange mites)(biting flies) * "~

= For convenient, quick-acting, long-lasting control of fleas, ticks, mosquitoes.and-lice,

e (When) Applied topically on a monthly basis, CERTISHIELD™ for dzge repels and kills
ﬂeas, ticks and mosqwtoes kills (biting, chewmg) llce, aids in cortro. of sarcopuc mange

o CERTISHIELD™ contains the active ingredients fipronil and permethrln, which’ control

infestations caused by fleas, ticks and lice; repel (against) biting flles, and repels and kills

mosquitees. Ty

Kills fleas, ticks, lice, and mosquitoes, repels biting flies and mosqul..ues

Repels and kills fleas and ticks

Repels fleas, ticks, biting flies and mosquitoes

For the control and prevention of flea [and lice] infestations

Flea, tick, (hiting and chewing} lice infestations can be controlled with monthly

applications of CERTISHIELDR™ for dogs.

Biting flies and mosquitoes are (also) repelled by CERTISHIELD™ for dogs.

Monthly application against fleas, ticks and mosquitoes

Kills fleas, ticks and mosquitoes for {(up to) one month

Monthly application is recommended for control and prevention of fleas, ticks and

mosquitoes

% & a & 0

B B A &
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Supersedes: 05/10/12

Long lasting flea, tick anc mosguito control for your pe:

CERTISHIELD™ for dogs is indicated for the prevention and control of fieas, ticks
mosquitoes, and lice on degs and puppies 8 weeks of age and olae~

Kills fleas, ticks, mosquitoes, lice, anc aids in control of sarcoptic mange mitez
Kills and repels fleas, ticks, and mosouitoes

{FleaSJ

]

L -] @ @ o 8

B & & A & o
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Prevents fleas on treated dogs from infesting your home

Kills fleas on dogs within (in) (as little as) (6 hour) and continues to prevent infestations
for a month

Kills fleas (before they lay eggs) (that may transmit bartonellosis and tapeworm disease)
Kills fleas which may cause flea allergy dermatitis

The successive feading activity of fleas on dogs may elicit a hypersensitivity skin disorder
known as flea allergy dermatitis (FAD). Treatment of dogs with CERTISHIELD™ rapidly
kills fleas and may reduce the incidence of this condition.

CERTISHIELD™ kills existing fleas on dogs within {6 hours).

Re-infesting fleas are killed within (6 hours) with protection against further flea
infestation lasting at least four weeks. Pre-existing pupae in the environment may
continue to emerge for six weeks or longer depending upon climatic conditions.

Prevents fleas on treated dogs from infesting your home.

Kills fleas on dogs within (6 hours) and continues to prevent infestations for a month.
Approximately 95% of the flea population in a household infestation are immature flea
stages that live in the dog's environment

May reduce the incidence of flea allergy dermatitis

The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder
known as flea allergy dermatitis (FAD). Treatment of dogs with CERTISHIELD™ rapidly
kills fleas and may reduce the incidence of FAD

CERTISHIELD™ is useful for dogs susceptible to flea allergy dermatitis (FAD)

Regular use of CERTISHIELD™ breaks the flea life cycle

Kills (newly emerged) fleas (before they lay eggs) for up to 12 weeks

CERTISHIELD™ for dogs can kill adult fleas in 6 hours (and lasts) for (up to) 12 weeks.
Apply monthly if your dog has fleas that may cause flea allergy dermatitis (FAD), or if
reinfestation is likely.

Kills newly emerged adult fleas prior to egg laying

Kills fleas (within 6 hours) that may transmit bartonellosis, (tularemia) (and tapeworm)
Kills fleas {within 6 hours) that may transmit bartonellosis, (tularemia) {(and ‘wpaworm
infestations)

Kills fleas {within 6 hours) that may transmit bartonellosis and tularerma
Acts to kill fleas that may transmit bartonellosis and tularemia ‘
Kills fleas that may serve as an intermediate host for tapeworms (D.fpyhd.fum canmum)
Kills fleas that may serve as an intermediate host for cysticercoids of tanewo;ms

Kills fleas that may serve as hosts for life cycle intermediates of tapeworms -~ " -

Kills {adult) fieas (within 6 hours) that may cause Flea Allergy Dermatltla (FAD) l’or) (flea-
bite anemia) _ )

Fleas do not have to bite to die

Controls highly [irritating] [annoying] [flea] bites

CERTISHIELD™ for dogs rapidly kills fleas that may cause FAD (Flea Allergy - Derr'latltls)
Kills adult fleas for up te 3 months (12 weeks)

Kills fleas

Easy to apply, control of (for) fleas that lasts up to 3 months (12 weeks)
CERTISHIELD™ for dogs kills fleas on your dog

Once a month topical flea control for dogs and puppies 8 weeks of age or older
CERTISHIELD™ for dogs is indicated for the prevention and control of fleas on dogs and
puppies 8 weeks of age and older

Page 12 of 16
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One application prevents further fiea infestations for up to (12 weeks) ([three] months.
Monthly treatment (all year) is recommended For control and prevention of fieas
Provides ongoing protection against fieas

Stops existing flea infestations by (rapidly) killing adult fieas

Kills fleas before they lay eggs

Prevents [Stops] re-infestations by killing adult fieas (before they lay eggs;}

Treatment with CERTISHIELD™ rapidly kills fleas which may cause flea allergy
dermatitis [FAD] or flea bite hypersensitivity

Use flea [prevention] [protection] year-round

[Ticks]

L3

Kills all stages of ticks infesting dogs

(Rapidly)(kills)(ticks)(which may cause){which may transmit) Lyme disease,
(Ehrlichiosis), (Anaplasmosis), {Babesiosis), (Tick Paralysis), (Rocky Mountain Spotted
Fever), and (Southern Tick Associated Rash Illness)

Kills ticks for (up to){at least) 4 weeks

CERTISHIELD™ for dogs rapidly kifls all stages of ticks, including Deer ticks, Brown dog
ticks, American dog ticks, and Lone Star ticks

Kills and repels ticks

Kills the vectors that may transmit Lyme disease, Rocky Mountain spotted fever,
ehrlichiosis, and heariworm disease.

Ticks: CERTISHIELD™ for dogs can kill ticks for (up to) a {one] month, Apply monthly
where tick control is consistently needed.

Kills and repels all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and
Deer ticks (that may transmit Lyme disease, Rocky Mountain Spotted Fever, babesiosis,
ehrlichiosis and anaplasmosis)

Kills ticks including Deer ticks (that may transmit Lyme disease), American dog ticks (that
may transmit Rocky Mountain Spotted Fever), Brown dog ticks and Lone Star ticks (that
may transmit ehrlichiosis) for up to one month (4 weeks)

Kills Brown dog ticks (Rhipicephalus spp.), American dog ticks (Dermacentor variabilis),
Deer ticks (Ixodes spp.) and Lone Star ticks (Amblyomma americanum) for up to one
month (4 weeks}.

Kills Ambiyomma americanum (Lone Star ticks) for 4 weeks (for up to one month).
Monthly application against ticks

Page 13 of 16
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[Mosguitoes and biting fiies]
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Kills mosquitoes

Kills mosquitoes for up to (28 days)(four weeks) (a jonej month;

Repels and inhibits blood feeding by biting flies and mosquitoes

Biting flies and mosquitoes: When applied monthly, CERTISHIELD™ for dogs (prevents
blood feeding by) {and) repels) biting flies and mosquitoes for (up to) 4 weeks (a [one]
month)

Repels and prevents blood-feeding by biting flies and mosquitoes for up {one} a menth
Repels and kills mosquitoes for up to four (4) weeks

Prevents blood feeding by mosquitoes

Repels and prevents (inhibits) blood-feeding by biting flies

Repels and kills mosguitoes often before they have a chance to take a blood meal
[(Prevents blood-feeding by) (Kills and repels}] mosquitoes

Repels biting flies

Repels [{(annoying}(bothersome)}(nuisance)] biting flies

Inhibits [(annoying}{bothersome }{nuisance}] biting flies

[(Prevents)(inhibits)] blood-feeding by biting flies

Kills mosquitoes that may carry heartworm disease

Repels and kills mosquitoes (Culex spp, Ochlerotatus spp, Aedes spp) which may be (a)
vector(s) of heartworm (Dirofilaria immitis) for one month

Repels and prevents blood-feeding by biting flies

[Lice and Sarcoptic mange mites]

L3

% & o 0 o6 0 ¢ 5 & & S 0 8

(For treatment of}(Treats and controls)(Provides effective control of)(For treatment of
infestations with)(Kills)(Stops existing) chewing lice (infestations)

Kills chewing lice

Lice: CERTISHIELD™ for dogs can kill biting and chewing lice for {up to) a [one] month.
Apply monthly where lice control is consistently needed,

Sarcoptic mange mites: (CERTISHIELD™ for dogs) aids in (the) control of sarcoptic
mange mites {that may cause sarcoptic mange)

CERTISHIELD™ for dogs aids in (the) control of sarcoptic mange mite infestations (that
may cause sarcoptic mange).

(When applied monthly,) CERTISHIELD™ for dogs aids in (the) control of sarcoptic
mange,

Aids in (the) control of sarcoptic mange mite infestations
Kills chewing and biting lice

(Also) Kills lice and aids in control of sarcoptic mange mites
Eliminates infestations with chewing lice

Aids in control of sarcoptic mange infestations

Controls existing chewing/biting lice infestations

Kills [(biting) {chewing)] lice

For control and prevention of [(biting) (chewing}] lice ([nfestatlons)
Stops existing [(biting) (chewing)] lice infestations R
Prevents and controls [(biting} (chewing)] lice (infestations) L
Provides control of [(biting) (chewing)] lice (infestations)

Kills [(biting) (chewing)}} lice and prevents further infestations

For control and prevention of {infestations with) [(biting) (chewing)i lice
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[Miscellaneous
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CERTISHIELD™ is waterproof and remains effective following bathing, shampooing
swimming (water immersion) or after exposure to rain or sunlight

Convenient topical treatment for dogs who enjoy the outdoors

(Convenient)(to use){Easy to apply) spot-on applicatio-

Persistent (sustained) efficacy through 30 davs

Protects for (at least) one month

Convenient {easy to apply) topical treatment (with [patented] applicator)(that allows
application down to the skin)

(Patented) applicator (trademark) for easy application directly to the skin

Quick-drying

For easy and convenient application, CERTISHIELD™ for dogs is available in sizes for
puppies and small dogs ONLY (8 weeks old or older) and 11-22.9 Ibs. (0.034 fl. 0z.)(1.0
ml), medium dogs 23-44.9 Ibs. (0.068 fl. 0z.) (2.0 ml), large dogs 45-88.9 |bs, (0.135 fl.
0z.) (4.0 ml}, and extra-large dogs 89-132 Ibs. (0.203 fl. 0z.)(6.0 mi).

Easy, spot-on (topical) application

Guaranteed effective for (at least) one month

New (combination){formula for your dog(s))(first six months)

Non-greasy

(Formulated) for dogs that (enjoy}(love) the outdoors

Waterproof

Convenient to use

(3)(6) applicator(s) (1.0 ml, 2.0 m}, 4.0 ml, 6.0 ml)

(3)(6) applicator(s) (0.034 fl. oz., 0.068 fl. oz., 0.135 fl. oz., 0.203 fl. oz.)

(3)(6) applicator(s) (0.034 fi. oz. [1.0 ml], 0.068 fi, oz. {2.0 ml], 0.135 fl. 0z, {4.0 ml],
0.203 fl. oz. [6.0 ml])

(3)(8) applicator(s){each) containing (0.034 fl. oz, [1.0ml], 0.068 fl. oz. [2.0 mI], 0.135
fl. 0z, [4.0 ml], 0.203 fl. oz. [6.0 mI})

(3)(6) applicator(s)

(3)(6) monthly dase(s) [application(s)]

(3)(6) applicator(s}

This product is only for use on dogs and puppies (8 weeks or older and 11-22.9
Ibs.}(weighing 23 to 44.9 Ibs,)(weighing 45 to 88.9 Ibs.)(weighing 89 to 132 Ibs.)

Easy and convenient application(s)

Stops existing infestations and prevents establishment of new infestations

Convenient topical treatment for dogs

Quick onset of activity

Persistent efficacy through 30 days s

Prevents (re-)infestation for one month Lol

Once monthly application

CERTISHIELD™ is brought to you by the makers of FRONTLINE®

Quick drying, non-greasy .

{Convenient) (to use) Easy (to apply) spot-on (topical) application "1 "

No noticeable odors

Easy to use applicator makes treatment simple (trouble free, smooth) and com.ortable for
you and your our pet L
Convenient, easy to apply topical solution

Starts working by (on) contact

(In) child-resistant packaging

Convenient (to use), easy to apply (topical solution)

Waterproof (remains effective after bathing and swimming) for up to four weeks (a
month) (one month)

Remains effective after exposure to sunlight

Remains effective even after bathing, water immersion, or exposure to rain or sunlight
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Remains effective even after bathing {and swimming.
Remains effective after exposure to rain and/or sunlight
Still works after bathing, swimming or exposure to sunligh:
Maintains residual efficacy after bathing and swimming
Remains effective after bathing (and swimming) [(for a month)} (for one month) (for up to
four weeks)]

For dogs that enjoy the outgoors

For indoor and outdoor dogs

Convenient topical treatment for dogs who enjoy the outdoors
Formulated for dogs that love the outdoors

For dogs that enjoy the outdoors

Hlustration of flea life cycle

Illustration of tick life cycle

Illustration of mosquito life cycle

Iustration of mite life cycle

Hlustration of louse life cycle

Hlustration of fiea

Nustration of tick

Iltustration of mosquito

Illustration of mite

Illustration of louse

Picture or iflustration of a dog {or puppy)

Picture or illustration of the Merial logo

Picture or illustration of the primary package (applicators)

o8 & o8 o

¢ 8 8 e & B o 8 T O 6 0 F 0 T oA BB

Page 16 of 16

135



LContents! HE-OI35 oz
[} applicators

Pu8p4:s 2r“§5'é’r 11-22.9 Dgg; 23-44..%

and LBS ONLY
DOGS AND PUPRIES OKIY 8 WELKS SMALL DOGS 0"“ MEDIUM
OR 0ZDERAND

11’22.9;3& DOGS 23"44.9135 DCG5

Net Contents: 3(6)-0.068 £ oz
Net Confents: 3(6)-0034 ft oz (2.0 mp appl?camu ie e

7.0 mi) appiicators ‘ P
o5 89-132 SN
ONLY LBS -
DOGS ONLY EXTRA LARGE

89"132135 DOGS

Ner Confents: 3(6)-0.203 fi. oz.
(6.0 ml) applicatrs
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CERTISHIELD

FOR DOGS

PRECAUTIONARY STATEMENTS
HAZARAS TO HUMANS and DOMESTIC ANIMALS

HAZARDS TO HUMANS

Harmiul i swallowed or absorbad through the skin, Causes eye
irritation. Avoid contact with skin, eyes, or clothing. Wash hands
thoroughly with soap end water after haadling and before
eating, driaking, chewing gum, vsing tobacco, or ysing the
toilet.

HAZAROS TO ODMESTSC ANIMALS

For external use on dogs ONLY.

3T S _ §
G“T?i“gfi&.?;t

Please call sar expens at
1-800-650-1B42 it yau have
any quESTDNS or comments
aboat Rea, tiek, masgaita,
hiting tly and lien ¢antral ar
CERTISHIELO™.

FIRST AlD

B0 NOT USE ON CATS - IF INGESTED BY

A CAT THAT HAS ACTIVELY GRDOMED A

RECENTLY TREATEOD DOG, THES PROOUCT
MAY HAVE SERIOUS BARMFUL EFFECTS.
IF THIS GCCURS, CONTALT YOUR

IF SWALEOWED: | » Call 2 poison control center or doctor
immediataly for treatment aguice.

+ Have & person sip a glass of water if able
to swallaw.

« o not induce vomiting unless told to do
=0 by a poisen contra| center or doctor,

« Do not give anything by mouth to an
UNgONSCIQUS PErson.

VETERINARIAN IMMEDIATELY.

0¢ not use on puppies under B weeks of age or woighing less
than t1 Ibs. Individual sensitivities, while rare, may occur aker
using ANY posticide product. flogs may expenonco some
temporgry irritolion at the site of product application. I signs of
sensitivity occur, bathe your pet with mild soap or shampoo and
ringe with largo omounts of water. I signs of sensitivity accur
and persist, contoct 2 vetesinasian immediarely, i your dog has
an unusual rooction 1o the initial application, consult &

jan beforo rep g application. Certain modications
can interact with pesticides. Consulf a ueterinarian bafore using
on medicatad, dobilitated, aged, pregnant or nursing deas, or
animals known 1o be sensitive to pesticide products.
Call 1-000-568-1942 for 24-howr assistance,

IF fN EYES: = Hold eye epen and rinse slowly and

gently whh water tor 5-20 minutes,

» Remove contact lenses, if present, after
the tirst 5 minutes, then continue rinsing eye.
+ Call & poison control center or doctor for

trealment advice.

fFON SHIN
OR CLOTHNG:

« Take off contaminated clothing.

« Ringe skin immediately with plenty of
water for 15-20 minules.

= {all a poison control center or docter for
treatment eduice.

Have product container or fabel with you when caffing
a poison controf center or dottar, or going for treatment,
or caff 1-800-650-1842 for 24-hour essistance.

Mensl Limhed

3233 Satelite Blvd,
Oaluth, GA 30035-4640, uSA  EPA Reg. No. 553318
MADE IN FRANEE

EPA Est No. §5331-FR-2

sapy abuegy
andaarneg

SMALL
DOGS

MEDIUM
DOGS BACK
EXTRA LARGE

DOGS

sal Suong

SOOUELSLW  BSM LU US43 ONPY  SRapHnpy

s50p v seounbsow pue ady Guliaiys ‘¥ ‘'seay J0 |E L
Buriser-Bud| pue Buitor 152} so] BPINDA w. DTHHSILNTA .
ug salpatiog a0ae 84) "sIn0y g $BWR, L2 d) Mwitaz Jo
13510 pides e Yua syo1t pue segjfasuizhe Aseags
sapiacd sBog 40} wy FTHSELHAD

137



INSIDE

DIRECTIONS FOR USE

ttis a vislation of Foderal law to use this product in eny manner inconsi with its fabeling. Do not allow
chitdten to apply product TO PREVENT HARM TO YOU ANO YOUR DOG, REAQ ENTIRE LABEL AND DIRECTIDNS
BEFORE EACH USE, FOLLOW ALL DIRECTIONS ANO PRECAUTIONARY STATEMENTS CAREFULLY. FOR EXTERNAL
USE O 00GS ONLY, 00 NOT USE OM CATS OR RABBITS. 00 NOT USE ON OTHER ANIMALS,

DO NOT USEON CATS.

FOR EXTERNAL USE ON DOGS and PUPPIES ONLY. Do not use on dogs or puppios under 8 woeks of age or
weighing ess than 11 Ibs. Do not split appHeators botween dogs. 0o not use multipla opplicators on ene dog.
Weigh yout dog to be sure you are applying tha right dose formuloted dor the weight of your deg. Ovetdosing your
dog cadn resultin seriovs iliness, Qo vot bethe your dog within the frst 24 hours after the produect has been
applied.

1fyous dog is exhibiting signs of andfor is being treated lor skin prablems, tatk to your vetennanan before applying
any topical liea and tick controd product. Do not apply more often than ence a month,

For use in 00GS and PUPPIES 8 weeks ofd or ofder. To repel and kilk fleas, ticks, and mosquitoes; to kiff chewing

fice and to aid in controd of satcoptic mange mites; to repel and prevent biood feeding by biting ffies. Apply
monthly accaot ding to the folfowing ditections:

CERTISHIELD'
FOR DOG.

=

How to zpply

T4 REMOVE Applicator:
Prioy to opening

separate one blister

by tearing along perforation,

RELE Applicator Upright

awey from you and yaur pet's lace,

cut opplicetor tip with scissors to open,
D& not get the product in your dog's
ayes or mouth.

APPLY CERTISHEELD™
Ti ng:g;s 10 cat olo % Part dog’s hair until skin is vishle, Place
© ;  Cut glong appltcatar ip directly aganst exposed skin,
dotted line of single biister, X Apply the product evenly to three spots on MEDTUM and
then pull apart foil i f‘g the dog's back, starting between the shoulder
and remove the applicator. ‘\ blades and continuing on ta the second and LARGE DOGS
R tald on fino ot corner, T~ third spots, squeering the applicator until empty.
tear and apen at stit Ensure that CERTISHIELD™ for Gogs is not
and remove tha applicatar. applied superficiatly an dog's hair.
APPLY CERTISHIELD™
Part dog's hatr umit skin is visible. Place
applicetor tip directly against exposed skin, SM ALL
Deposit entire contents by squeezing the
entire appEcater contents omo dog's skin, DOGS
ata single site, between the shoufder bladas.
Enzure that CERTISHIELD™ lor Dags s not
applied superficially on dog's hair. e

APPLY CERTISHIELG™ ]
Part dog's hair umt skin is visible, Mac P
applicator tp directly agaist ekoibsid skin. [

Apply the product evenly to four spots.on the EiiRA LARGE
dog's back, starting batween the shrulder | £t

blades and continuing on to the second, third - UUG S

and fovrth spots, squeering fied afpacetar until J L

empty. Ensure that CERTISHIE! 5™ 10¢ Dags is
nat applted superficially on d2g's ein
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From the makers of FRONTLINE®

ERTEHJELD

DLIGES

For use ONLY on dogs and puppies 8 weeks or oider
Convenient, fast-acting, long-fasting spot-on for treatment
and contro! of fleas, ticks, mosquitoes, biting flies and
chewing fice

ACTIVE INGREDIENTS

Fipronit B.0%
Permethrin® 44.88%
OTHER !NGRED{ENTS. 49.11%
TOTAL, 100.0%

*gisftrans ratio: max 58% f=! cis and min 45% Vi trans

KEEP OUT OF REACH OF CHILDREN
CAUTION

See Carton for First Atd and Precautionary Statements.

CERTISHIELO™ for Dogs

Repets and kills fleas, ticks, and mosquitoes; repels biting fties

and kitls chewing lice

* Repels and prevents blood feeding by biting fties and mosgui-
toas forup to a month

* Persistent efficacy through 30 days

+ Effectively stops existing infestations and prevents re-infes-
tations of fleas, ticks and chewing lice

+ Rapidly kils ticks which may transmit Lyme disease, Rocky
Mountain spotied feuer, Anaplasmosis, Babesiosis, canine
Ehrlichiosis or cause tick paralysis

* Starts rapidly killing fleas in as titthe as § hours, and ticks for
an entire month, including Oeer ticks, Brown Jog ticks,
Amerfcan Jog ticks, and Lone Star ticks

+Kills fieas which may cause flea allergy dermatitis

« Kills fteas that may transmit bartonelosis, twralemia and
tapeworm

* Repels and kills mosguitoes which may be a vector of
heartworm (Dirofitaria immitis for one month

+ Aids in control of sarcoptic mange infestations

={an be used on dogs and puppies 8 weeks or older

* Fast-acting

+ Convenient to use

DO NOT YSE ON CATS

QfRECT!ONS FOR USE

Itis a violation of Federa! law to use this product in any manner
inconsistent with its tabeling. Do not allow children to apply
product. TO PREVENT HARM TO YOU AND YDUR DOG, READ
ENTIRE LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW
ALL DIRECTIONS ANO PRECAUTIDNARY STATEMENTS
CAREFULLY. FOR EXTERMAL USE ON ODGS OMLY. DO NOT USE
0N CATS DR RABBITS. DO NOT USE On OTHER ANIMALS.
00 NOT USE DN CATS

FOR EXTERNAL USE ON 00GS ONLY. Do not use on dogs or
puppies under 8 weeks of age or weighing less than {1 !bs. Do
not split pipettes between dogs. 0o not use multple pipettes
on one dog. Weigh your dog to be sure you are applying the
right dose formulated for the weight of your dog. Overdosing

g

your dog can result in serious itliness. Do not bathe your dog
within the first 24 hours after the product has been applied. i
your dog is exhibiting signs of andfor is being treated for skin
problems, talk to your veterinarian before applying any topical
flea and tick controt product.

Open the child-resistant packaging according o the instrug-
tions found on the inside front pane! of the carton,

FRE{RIENCY (F APPLICAT!ON

Fleas, ticks, and chewing lice infestations can be conwolled
with monthly applications of CERTISHIELO™ for Dogs. Biting
Hies and mosguitoes are repelled by CERTISHIELO™ for Dogs.
CERT{SHIELO™ for Dogs can start kitling aduk fleas within 6
hours and lasts for up to three months. Apply monthty if your
dog has fleas that may cause flea atlergy dermatitis (FAQE, or if
re-infestation is likely.

CERTISHIELO™ for Dogs can kil ticks for af least a month.
Apply monthly where tick control is consistently naeded.
CERTISHELD™ for Oogs can kill biting and chewing lice for up
to a month. Apply monthly where tice controt is consistently
needed.

CERTISHIELO™ for Oogs aids in the contro! of sarcoptic
manga,

When applied monthly, CERTISHIELO™ for Oogs repels and
pravents blgod feading by biting flies and mosguitoes forup to
amonth.

Wait at least 30 days before re-application of CERTISHIELO™
for Oogs. Avoid contact with treated area untl dry.
CERT!SHELO™ remaing effactive even after bathing, water
immersion, of exposure to sunkight. A monthly application of
CERT!SHIELD™ kills and repels fleas, all stages of ticks.
mosguitoes, biting flies, and chewing lice. Do not apply more
than once a month. Research demonstraies that
CERTISHIELO™ remains effective even after bathing, water
immersion, oF exposure to sunkght.

PEST!CIDE STORAGE AND DISPOSAL

0o not contaminate water, food, or feed by storage or disposat.

STORAGE. Store unused productin original container only in a
cool dry place, out of reach of children and animals.
PEST!CIDE QISPOSAL ff partfy fitfed: Calt your local solid
waste agency ot {-800-CLEAMUP for disposal instructions.
Never place unused product down any indoor or cutdoor drain
CONTASNER 0:SPOSAL. ff empty: Nonrefillable container. Do
not reuse or refilt this container. Place in trash or offer for
recyching, if available.

FRONT

How Supptied
For easy and convenient application, CERTISHIELD™ for dogs
is available in sizes for smalt dogs & puppies OMLY 8 weeks or
older and $1-22.9 Ibs., medium dogs 23-44.9 |bs., targe dogs
45-88.9 s, and extra-large dogs 89-132 ths,

WARRANTY :

Seller makes no warranty, expressed or amphed concemmg
the use of this product other than indicated on thejabel, Tu the
extent consistent with applicablé ave/oiyer assumas atl risk of
use and handling of this materia. whe. st.ch use and hendling
are contrary to the label instructions. L
{uestions or Comments? B
Cafk 1-880-660-1842,
Monday-Friday, 8ame-8pm EST |
EPA Reg. Mo. 65331-8

Merial Limited

3239 Satetite Bivd

Dufuth, GA 35096-464D, USA

CEATASHiELO™

¢ isstrademuiociy Lierial.
@"3’2 !v“isal Limited, Ouwtuth, GA.
Al Fghts reserved.

BACK
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

OFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES

August 3, 2012
Certified Mail: 7008 3230 0000 9482 3340

Timothy (Tim) A. Dotson, Director
Regulatory Affairs US

Merial Limited

3239 Satellite Boulevard, Building 500
Duiuth, GA 30096-4640

Subject: Meeting of June 13 2012, discussing a proposal to self certify another packaging design other than
the Frontline Packaging similar to the FRONTLINE® Plus For Dogs, EPA Reg. No. 65331-5 which was
utilized for purposes of registration of EPA Reg. No. 65331-8.

Product Name: Tradename for Dogs

EPA registration No.: 65331-8.

Dear Mr. Dotson;

The Agency has reviewed and discussed Merial’s Child Resistant Packaging (CRP) self certification
proposal presented at the June 13, 2012 meeting at the Office of Pesticide Program’s Offices. The Agency
cannot accept this proposal, and have determined that additional data will be required per the documentation
written by Rosalind Gross (attached). This documentation does not consider any other variant fill weights,
or unit packaging than those presented at the June 13, 2012 meeting. Such variants may require additional
CRP and/or Cempanion Animal Safety Studies (CASS) to adequately address the data requirements. When
conducting CRP packaging testing, please foliow the guidance document attached with this letter. Since
these studies are not part of the conditions of registration, they must be submitted in accordance with the
Pesticide Registration Improvement Act (PRIA), which is part of the Federal Insecticide, Fung1c1de and
Rodenticide Act as amended (FIFRA).

Regards,

Rlchard Gebken e
Product Manager PM10

Office of Pesticide Programs

Attachment: Rosalind Gross memo entitled “EPA Registration Number 6533 1-8 Additional Data Requirements Per fupe i3,
2012 Meeting with Meriafl” C
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EPA Registration Number 65331-8
Additional Data Requirements

Per June 13, 2012 Meeting with Merial

EPA Registration Number 65331-8 is currently registered as a single pipette (1x)
hanging card and a 3x and 6x blister card. The single pipette (1x) is the same shape
and style green pipette and hanging card as is used on Frontline Plus EPA Registration
Number 65331-5. The 3x and 6x blister card has the same shape and style green
pipette and blister packaging as is used on Frontline Plus EPA Registration Number
65331-5.

At a June 13, 2012 meeting Merial indicated they are not currently marketing this
package. Merial stated they want to market the productin a 1, 2, 4, and 8 m| filled
pipette with a single chamber resembling the two chamber pipette used for EPA
Registration Number 65331-7. Furthermore, they want these pipettes to be in the same
pouches used for EPA Registration Number 65331-7 and to be sold as a 1x, 3x, and 6x
size package. EPA Registration Number 65331-7 pipette sizes are 1.07ml, 2.14m|,
4.28ml, and 6.42ml. It was agreed at the meeting that the differences in the pipette and
pouch used for 65331-7 versus the ones to be used for 65331-8 would require
additional CRP test data. The test data would need to include at a minimum the
following:

e Child-Resistant Effectiveness test for 4ml size pipette filled with water in a single
pouch with the same Senior Adult Effectiveness (SAUE) directions used in
testing EPA Registration Number 65331-7

o Senior Adult Effectiveness test for 4mi size pipette filled with water in a single
pouch with the same Senior Adult Effectiveness (SAUE) directions used in* .. "
testing EPA Registration Number 65331-7

« Child-Resistant Effectiveness test for 6ml size pipette filled with wat‘*r as two :
"three pouch cards” (6x) with the same Senior Adult Effectiveness {SAUE) .
directions used in testing EPA Registration Number 65331-7

o Senior Adult Effectiveness test for 6ml size pipette filled with watf-'r as: two three
pouch cards” (6x) with the same Senior Adult Effectiveness (SAUE) directinis * -
used in testing EPA Registration Number 65331-7 L

The additional data was conditionally limited to the 4 aforementioned studies,
provided the results were not marginal passes per 16 CFR 1700.15(b) and
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1700.20. If the results were marginal passes per 16 CFR 1700.15(b) and 1700.20
more testing could be required. Merial is not marketing the product under its
currently approved packaging (resembling Frontline Plus, EPA Registration Number
65331-5). The new packaging (1, 2, 4, and 6 ml filled pipette with a single chamber
in a pouch resembling the two chamber pipette and pouch used for EPA Registration
Number 65331-7) should be evaluated as a replacement package not as an
additional/alternate package. This would mean that EPA Registration Number
65331-8 could not be marketed in a package (resembling Frontline Plus, EPA
Registration Number 65331-5).

145



Reascn to Issue; Product Registration Date: 01/10/13
Supersedes: 11/19/12

Draft Master Label
Includes lahel text for four different applicator sizes corresponding to four dog weight
ranges, and including a 1x, 3x and 6x applicator presentation. Optional text appears in
brackets.

(For alternate marketing text to use on carton and insert, see pages 12-17)

{CARTON FRONT PANEL)

[3106]
. monthly
CERTISHIELD™ for dogs dose(s)
[From the makers of FRONTLINE®]
Picture of
representative
size dog

[Fast-Acting, long-lasting control of fleas, ticks, lice, biting flies and mosqu;toes for use on (Dogs
& Puppies ONLY 8 weeks or clder and 11-22.9 Ibs.)]

(Dogs ONLY 23 - 44.9 Ibs.)

(Dogs ONLY 45 -~ 88.9 Ibs.}

(Dogs ONLY 89 - 132 Ibs.)

KEEP OUT OF REACH OF CHILDREN

CAUTION
For First Aid and other precautionary statements, refer to product package insert.
READ THE ENTIRE LABEL BEFORE EACH USE

ACTIVE INGREDIENTS

Fipronil... PR PR TRUPUTUPPRTSRPPURTURRPRTN - 31 § 3 -
Permethrm* reerreerer e 44 ,.88%
OTHER INGREDIENTS e 39, 11%
TOTALlDOG%

*cis-trans ratio: max. 55% {+/-) ¢is and min. 45% {+/-) trans

Net Contents: 1-[C.034 fl. oz. (1.0 ml}, 0.068 fl. 0z. (2.0 ml}), 0.135 fl. oz. ( 4.0 ml), 0.203 fl.
oz. (6.0 ml}]
Net Contents: 3-[0.102 fl. oz, (3.0 ml), 0.204 fl, oz. (6.0 ml}, 0.405 fl. oz. (12.0 ml), 0.609 1.

oz. (18.C m1)]
Net Contents: 6-[C.204 fl. oz. (6.0 ml}, 0.408 fl. oz. (12.0 ml), 0.81C (24.0 ml), 1.218 fl, oz.

(36.0 mi)]

Do Not Use on [[1.5x 1.5 em] Track & Trace
Cats
Pictogram DO NOT USE ON CATS
Page 1 of 17
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Reason to Issue: Product Registration

Date: 01/10/13
Supersedes; 11/19/12

(CARTON BACK PANEL)

CERTISHIELD™ for dogs

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS and DOMESTIC ANIMALS

HAZARDS TQO HUMANS

Harmful if swallowed or absorbed through the skin. Causes eye irritation. Avoid contact with
skin, eyes, or clothing. Wash hands thorocughiy with scap and water after handiing and before
eating, drinking, chewing gum, using tobacco, or using the toilet.

HAZARDS TO DOMESTIC ANIMALS
For external use on dogs ONLY.

PO NOT USE ON CATS PICTOGRAM [1.5 x 1.5 cm]

DO NOT USE ON CATS - IF INGESTED BY A CAT THAT HAS ACTIVELY GROOMED A
RECENTLY TREATED DOG, THIS PRODUCT MAY HAVE SERIOUS HARMFUL. EFFECTS. IF THIS
OCCURS, CONTACT YOUR VETERINARIAN IMMEDIATELY.

Po not use on puppies under 8 weeks of age or weighing less than 11 Ibs. Individual

sensitivities, while rare, may occur after using
some temporary irritation at the site of product

ANY pesticide product. Dogs may experience
application, If signs of sensitivity occur, bathe

your pet with mild soap or shampoo and rinse with large amounts of water. If signs of sensitivity
occur and persist, contact a veterinarian immediately. If your dog has an unusuai reaction to the
initial application, consult a veterinarian before repeating application. Certain medications can

interact with pesticides. Consult a veterinarian
pregnant or nursing dogs, or animals known to
660-1842 for 24-hour assistance,

before using on medicated, debilitated, aged,
be sensitive to pesticide products. Call 1-800-

FIRST AID

IF SWALLOWED:

+ Caii a poison control center or doctor
immediately for treatment advice.

« Have a person sip a glass of water if abie to
swaiiow.

s Do not induce vomiting unless toid to do so
by a poison control center or doctor,

s Do not give anything by mouth to an
unconscioys person.

IF IN EYES:

» Hold eye open and rinse siowly and gently
with water for 15-20 minutes.

* Remove contact lenses, if present, after the
first 5 minutes, then continue rinsing eye.

« Cail a poison control center or doctor for
treatment advice.

IF ON SKIN OR CLOTHING:

Take off contaminated clothing.

Rinse skin immediately with plenty of
for 15-20 minutes.

Cali a poison control center or doctor for
treatment advice.

water

Have product container or label with you when calling a poison control center or
doctor, or going for treatment, or call 1-800-660-1842 for 24-hour assistance.

Page 2 of 17
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Reason o Issue: Product Registration Date: 01/10/13

Supersedes: 11/19/12

(CARTON BACK PANEL)(CONT'D.)

Merial Limited Satisfaction

3239 Sateliite Bivd. Guaranteed

Duluth, GA 30096-4640, USA MADE I FRANCE Graphic

EPA Reg. No. 65331-8 Please call our experts at

EPA Est. No, 65331-FR-2 1-B00-660-1842 f you have any

questions or comments about flea,
tick, mosquito, biting fly and lice
control or CERTISHIELD™.

Page 3 of 17
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Reason to Issue: Product Registration Date: 01/10/13
Supersedes; 11/15/12

(CARTON INSIDE FRONT PANEL)

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in any manner inconsistent with its labeling. Do
not allow children to apply product. TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE
LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS AND PRECAUTIONARY
STATEMENTS CAREFULLY. FCR EXTERNAL USE ON DOGS ONLY. DO NOT USE ON CATS OR
RABBITS, DO NOT USE ON OTHER ANIMALS.

DO NOT USE ON CATS.

FOR EXTERNAL USE ON DOGS and PUPPIES ONLY. Do not use on dogs or puppies under 8
weeks of age or weighing less than 11 |bs. Do not split applicators between dogs. Do not use
multiple applicators on one dog. Weigh your dog to be sure you are applying the right dose
formulated for the weight of your dog. Overdosing your deg can result in serious iliness. Do not
bathe your dog within the first 24 hours after the product has been applied.

If your dog is exhibiting signs of and/or is being treated for skin problems, talk to your
veterinarian before applying any topical flea and tick control product. Do not apply more often
than once a month.

For use in DOGS and PUPPIES 8 weeks old or older. To repel and kill fleas, ticks, and
mosquitoes; to kill chewing lice and to aid in control of sarcoptic mange mites; to repel and
prevent blood feeding by biting flies. Apply monthly according to the fellowing directions:

APPLICATION DIRECTIONS
(Instructions for the 3x/6x Carton):

Fow to apply F‘?:?R GS

TOREROVE Applicator:
Pricy 1 cpening

sapafats exo biister

by tearing along parferation,

TOOBEN,

uso scizsers 1o cut along
dottad line of single blister,
than pui apart foil

and ramiove the applicator
QR fald aniing at comar,
tear and opes at 2lit

ang remova the applicainr,

Step 3: HOLD Applicator Upright away from you and your pet's face, cut applicator tip to
open. Do not get the product in your dog’s eyes or mouth.

Step 4: Apply CERTISHIELD™

Part dog’s hair until skin is visible. Place applicator tip directly against exposed skin. For small
dogs and puppies (8 weeks or older) and weighing 11-22.9 |bs.: Deposit entire contents by
squeezing the entire applicator contents onto dog's skin, at a single site, between the shoulder
blades. For medium dogs 23-44.9 lbs. or large dogs 45-88.9 Ibs.: Apply the product evenly to
three spots on the dog’s back, starting between the shoulder blades and continuing on to the
second and third spots, squeezing the applicator until empty.

Page 4 of 17
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Reason to Issue: Product Registration Date: 01/10/13
Supersedes: 11/19/12

(CARTON INSIDE FRONT PANEL)(CONTD.)

For extra-large dogs 89-132 Ibs.: Apply the product evenly to four spots on the dog’s back,
starting between the shoulder blades and continuing on to the second, third and fourth spots,
squeezing the applicator until empty. Ensure that CERTISHIELD™ for dogs is not applied
superficially on dog's hair.

(CARTON INSIDE FLAPS)

CERTISHIELD™ for dogs
Repels and kills fleas, ticks, mosguitoes, and biting flies, and kills chewing lice for up to a month.

Fleas do not have to bite to die.

CERTISHIELD™ for dogs provides efficacy against fieas and ticks with a rapid onset of activity
in as little as & hours. The active ingredients in CERTISHIELD™ provide for fast acting and long-
lasting control of fleas, ticks, chewing lice and mosguitces on dogs.

[PICTOGRAMS (icon with slash through)]
Adult Flea

Adult Tick

Chewing Lice

Mosguitoes

Biting Flies

Sarcoptic mange mites

®FRONTLINE is a registered trademark, and ™CERTISHIELD is a trademark, of Merial.
©2012 Merial Limited, Duluth, GA.
All rights reserved.

Page 5 of 17
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Reason to Issue: Product Registration . Date: 01/10/13
Supersedes: 11/19/12

(PACKAGE INSERT FRONT)

CERTISHIELD™ for dogs

For use ONLY on dogs and puppies 8 weeks or older

Convenient, fast-acting, long-lasting spot-on for treatment and control of fleas, ticks,
mosquitoes, biting flies and chewing lice

ACTIVE INGREDIENTS

FIpronil.....oo. e rre s i . 6.0 1%
Permethrin®. ... e e 44,88 9%
OTHER INGREDIENTS...........cccce e, 49.11%
TOTAL................ crreiin. 100.0%

*cisftrans ratio: max 55% (%)} cis and min 45% {+) trans

KEEP OQUT OF REACH OF CHILDREN
CAUTION

See Carton for First Aid and Precautionary Statements.

CERTISHIELD™ for Pogs
Repels and Kkills fleas, ticks, and mosquitoes; repels biting flies and kills chewing lice
« Repels and prevents blood feeding by biting flies and mosquitces for up to a month
» Persistent efficacy through 30 days
» Effectively stops existing infestations and prevents re-infestations of fleas, ticks and
chewing lice
« Rapidly kills ticks which may transmit Lyme disease, Rocky Mountain spotted fever,
Anaplasmaosis, Bahesiosis, canine Ehrlichiosis or cause tick paralysis
+ Starts rapidly killing fleas in as little as 6 hours, and ticks for an entire month, including
Deer ticks, Brown Dog ticks, American Dog ticks, and Lone Star ticks
+ Kills fleas which may cause flea allergy dermatitis

» Kijlls fleas that may transmit bartonellosis, turalemia and tapeworm

« Repels and kill_s mosgu‘!toes_\a_vhich may be a vector of Do not Use on cats
heartworm {(Dirofifaria immitis) for one month pictogram

» Aids in control of sarcoptic mange infestations

« Can be used on dogs and puppies 8 weeks or clder DO NOT USE ON CATS

+ Fast-acting fl.5x 1.5cm]

+ Convenient to use

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in any manner inconsistent with its labeling. Do
not allow children to apply product. TO PREVENT HARM TQ YOU AND YOUR DOG, READ ENTIRE
LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS AND PRECAUTIONARY
STATEMENTS CAREFULLY. FOR EXTERNAL USE ON DOGS ONLY. DO NOT USE ON CATS OR
RABBITS. DO NOT USE ON OTHER ANIMALS,

DO NOT USE ON CATS

Page 6 of 17
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Reason to Issue: Product Registration Date: 01/10/13
Supersedes: 11/19/12

(PACKAGE INSERT FRONT)(CONT'D.)

(Instructions for the 1x blister pack):

To open,
use selssors to cut along dotted line of single blister,
then pull apart foll and remove the applicator,
Or
fold on line at comner,
tear and Gpen atehit and ramove the appticator

(Open the child-resistant packaging according to the instructions found on the inside front panel
of the carton}

FOR EXTERNAL USE ON DOGS ONLY. Do not use on dogs or puppies under 8 weeks of age or
weighing less than 11 ibs. Do not split pipettes between dogs. Do not use multiple pipettes on
one dog. Weigh your dog to be sure you are applying the right dose formulated for the weight of
your dog. Overdosing your dog can result in serious illness. Do not bathe your dog within the
first 24 hours after the product has been applied. If your dog is exhibiting signs of and/or is
being treated for skin problems, talk to your veterinarian before applying any topical flea and
tick control product,

Page 7 of 17
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Reason to Issue: Product Registration Pate: 01/10/13
Supersedes: 11/19/12

(PACKAGE INSERT BACK)

FREQUENCY OF APPLICATION

Fleas, ticks, and chewing lice infestations can be controlled with monthly applications of
CERTISHIELD™ for Dogs. Biting flies and mosquitoes are repelled by CERTISHIELD™ for
Dogs.

CERTISHIELD™ for Dogs can start killing adult fieas within 6 hours and lasts for up to three
months. Apply monthly if your dog has fleas that may cause flea allergy dermatitis (FAD), or if
re-infestation is likely.

CERTISHIELD™ for Dogs can kill ticks for at least a month. Apply monthly where tick control is
consistently needed.

CERTISHIELD™ for Dogs can kill biting and chewing lice for up to a month. Apply monthly
where lice control is consistently needed.

CERTISHIELD™ for Dogs aids in the control of sarcoptic mange.

When applied monthly, CERTISHIELD™ for Dogs repels and prevents blood feeding by biting
flies and mosquitoes for up to a month,

Wait at least 30 days before re-application of CERTISHIELD™ for Dogs. Avoid contact with
treated area until dry. CERTISHIELD™ remains effective even after bathing, water immersion,
or exposure to sunlight. A monthly application of CERTISHIELD™ kills and repels fleas, all
stages of ticks, mosquitoes, biting flies, and chewing lice. Do not apply more than once a month.
Research demonstrates that CERTISHIELD™ remains effective even after bathing, water
immersion, or exposure to sunlight.

PESTICIDE STORAGE AND DISPOSAL

Po not contaminate water, food, or feed by storage and disposal.

STORAGE. Store unused product in original container only in a cool dry place, out of reach of
children and animals.

PESTICIDE DISPOSAL. If partly filled: Call your local solid waste agency or 1-800-CLEANUP
for disposal instructions. Never place unused product down any indoor or outdoor drain,
CONTAINER DISPOSAL. If empty: Nonrefillable container. Do not reuse or refill this
container. Place in trash or offer for recycling, if available.

How Supplied

For easy and convenient application, CERTISHIELD™ for dogs is available in sizes for small dogs
& puppies ONLY 8 weeks or older and 11-22.9 |bs., medium dogs 23-44.9 |bs., large dogs 45~
88.9 Ibs., and extra-large dogs 89-132 Ibs.

WARRANTY

Seller makes no warranty, expressed or implied, concerning the use of this product other than
indicated on the [abel. To the extent consistent with applicable law, buyer assumes all risk of use
and handling of this material when such use and handling are contrary to the label instructions.

Questions or Comments?
Call: 1-800-660-1842,
Monday-Friday, 8am-8pm EST

EPA Reg. No. 65331-8

Merial Limited CERTISHIELD™ is a trademark of Merial,
3239 Satellite Blvd. ©2012 Merial Limited, Duluth, GA,
Duluth, GA 30096-4640, USA All rights reserved.
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(COMPIIANCE CARD) )
Tick
(FRONT) pictogram
See other side for more
Pipette Adult flea
CERTISHIELD™ for dogs pictogram pictogram
Some tips and other information:
DO NOT USE ON CATS.
Chewing lice

To'successfully control fleas, ticks, chewing lice, mosquitoes, biting flies and sarcoptic pictogram

mange mites, all dogs must be treated with their own dose of CERTISHIELD™,

Apply according to label instructions, ensuring the product is applied to the skin. Do not apply on
top of the haircoat. It may be helpful to remove the collar before application, so it doesn’t absorb
the product.

Remember, your dog needs to be dry at the time CERTISHIELD™ is applied and remain dry 24

hours after application, Mosquito
Verify applicator is empty after applying to your dog. pictogram
Even indoor degs need flea and tick control because you or other dogs in the household
may bring fleas and ticks into the home. Biting fly
pictogram
(BACK)
Do not use on
Calendar reminder stickers cats pictogram

To ensure continued protection of your dog, use these stickers as a reminder to apply and re-~
purchase CERTEISHIELD™.

After treating your pet for the first time, peel off the sticker and place on your calendar that day.

Place the remaining stickers on your calendar as a reminder to apply CERTISHIELD™ monthly,

. - |
Don't forget to re-purchase! 5 stickers that read “Apply

CERTISHIELD ™, with the 6" sticker

& months “"Re-purchase CERTISHIELD ™"

Use all & stickers

3 months

QUESTIONS? Contact your veterinarian or call our technical experts at 1-800-660-1842,
Monday-Friday, 8am-8pm. For more information, visit www,.CERTISHIELD™.com.

CERTISHIELD™ is a trademark of Merial.
©2012 Merial Limited, Duluth, GA. All rights reserved.
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(LABEL. ON INDIVIDUAL APPLICATOR)

CERTISHIELD™ for Dogs
6.01% fipronil
44,88% Permethrin
ONLY for dogs & puppies (8 weeks or older and 11-22.9 ibs.)
(23-44.9 Ibs,)(45-88.9 1bs,)(89-132 |bs.)
EPA Reg. No. 65331-8

KEEP OUT OF REACH OF CHILDREN
CAUTION

_ Lot No.

(0.034)(0.068)(0.135)(0.203) fl. oz.

Do not use on
cats pictogram
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155



Reason to Issue: Product Registration Date: 01/10/13
Supersedes: 11/19/12

(LABEL ON BLISTER PACK}

CERTISHIELD™ fqr Dogs

(0.034 fl. 0z.)
(0.068 fl. 0z.)
(0.135 fi. 0z.}
(0.203 fl. 0z.)

KEEP OUT OF REACH OF CHILDREN
CAUTION
(DOG 22.9}(DOG 44.9)(DOG 88.9)(DOG 132)

Lot No.

L=

* e

B -". %

é’é'y BoA =

_1; . R
\'@S’ ; ‘\QE\‘-}.} ‘._.
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Reason to Issue: Product Registration Date: 01/10/13

Supersedes; 11/19/12

Alternate marketing text for carton or insert

CERTISHIELD™ for dogs [starts rapidly killing fleas and ticks within & hours providing a
convenient, effective treatment for fleas and ticks}., CERTISHIELD™ Kkills and repels fleas,
mosquitoes, biting flies, and kills chewing lice; ONLY for (dogs and puppies 8 weeks or older and
11-22.9 Ibs.)(degs weighing 23 - 44.9 [bs.)(dogs weighing 45 - 88.9 Ibs.){dogs weighing 89 -
132 Ibs.).

[Multiple Infestations]

Starts rapidly killing fleas (in) (as little as) (6 hours), and kills ticks including Deer ticks,
Brown dog ticks, American dog ticks, and Lone Star ticks

Kills and repels ticks, mosquitoes and biting flies

Repels and kills mosquitoes for up to four weeks

Kills ticks which may transmit Lyme Disease, canine Ehrlichiosis, Anaplasmosis, Rocky
Mountain Spotted Fever, Babesiosis, or cause tick paralysis

(Kills)(Stops)(Controls) existing infestations and prevents re-infestations of fleas and
ticks

Fast-acting, starts killing fleas (in)(as little as) (6 hours)

l.ong-lasting for {1 month against ticks)(and)(3 months against fleas)

Re-infestation of fleas, ticks and mosquitoes, (biting, chewing} lice and biting flies is
prevented for a (one) month or longer

After application, CERTISHIELD™ spreads over the dog’s body to provide (full body) (all
over) protection against fleas, ticks, mosquitoes, biting flies and chewing lice
CERTISHIELD™ provides ongoing protection against fleas, ticks, mosquitoes, biting flies,
and chewing lice [for at least one month (30 days)}

Effective monthly treatment of fleas and ticks

Easy, fast, effective control of fleas and ticks that lasts at least 2 month (30 days)

Using the (patented)(trademark) applicator, CERTISHIELD™ is specially designed to
spread over the dog’s body providing effective control of fleas and ticks

Prevents reinfestation (of fleas)(of ticks) for up to one month

Monthly treatment is recommended for optimal control and prevention of fleas and ticks
Proven treatment technology for (the control of) flea(s)(infestations), (ticks),
(mosquitees), (biting flies), (and chewing lice)

CERTISHIELD™ uses (different)(multiple) modes of action to kill
(ticks)(fleas)(mosquitoes)(chewing lice)(sarcoptic mange mites)(biting flies)

For convenient, guick-acting, long-lasting control of fleas, ticks, mosquitoes and lice.
(when) Applied topically on a monthly basis, CERTISHIELD™ for dogs repels and kills
fleas, ticks and mosquitoes, kills (biting, chewing) lice, aids in control of sarcoptic mange
mites and repels (and inhibits blood feeding) biting flies and mosquitoes.
CERTISHIELD™ contains the active ingredients fipronil and permethrin, which control
infestations caused by fleas, ticks and lice; repel (against) biting flies, and repels and kills
mosquitoes.

Kills fleas, ticks, lice, and mosquitoes, repels biting flies and mosquitoes

Repels and kills fleas and ticks

Repels fleas, ticks, biting flies and mosquitoes

For the control and prevention of flea [and lice} infestations

Flea, tick, (biting and chewing) lice infestaticns can be controlled with monthly
applications of CERTISHIELD™ for dogs.

Biting flies and mosquitoes are (also) repelled by CERTISHIELD™ for dogs.

Monthly application against fleas, ticks and mosquitoes

Kills fleas, ticks and mosquitoes for (up to) one month

Monthly application is recommended for control and prevention of fleas, ticks and
mosquitoes
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Supersedes: 11/19/12

¢ Long lasting fiea, tick and mosquito control for your pet

» CERTISHIELD™ for dogs is indicated for the prevention and control of fleas, ticks,
mosguitoes, and lice on dogs and puppies 8 weeks of age and older

s Kills fleas, ticks, mosquitoes, lice, and aids in control of sarcoptic mange mites
Kills and repels fleas, ticks, and mosquitoes.

[Fleas]

e Prevents fleas on treated dogs from infesting your home

¢ Kills fleas on dogs within (in) (as little as) (6 hour} and continues to prevent infestations
for a month
Kills fleas {before they lay eggs) (that may transmit bartonellosis and tapeworm disease)

e Kills fleas which may cause flea allergy dermatitis

*+ The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder
known as flea allergy dermatitis (FAD). Treatment of dogs with CERTISHIELD™ rapidly
kills fleas and may reduce the incidence of this condition.

» CERTISHIELD™ Kkills existing fleas on dogs within {6 hours).

» Re-infesting fleas are killed within (6 hours) with protection against further flea
infestation lasting at least four weeks. Pre-existing pupae in the environment may
continue to emerge for six weeks or longer depending upon climatic conditions.

¢ Prevents fleas on treated dogs from infesting your home.

» Kills fleas on dogs within {6 hours) and continues to prevent infestations for a month.

¢ Approximately 95% of the flea population in a household infestation are immature flea
stages that live in the dog’s environment
May reduce the incidence of flea allergy dermatitis

» The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder

known as flea allergy dermatitis {(FAD). Treatment of dogs with CERTISHIELD™ rapidly

kills fleas and may reduce the incidence of FAD

CERTISHIELD™ is useful for dogs susceptible to flea allergy dermatitis (FAD)

Regular use of CERTISHIELD™ breaks the flea life cycle

Kills {(newly emerged) fleas (before they lay eggs) for up to 12 weeks

CERTISHIELD™ for dogs can kill adult fleas in 6 hours {and lasts) for (up to) 12 weeks.

Apply monthly if your dog has fleas that may cause flea allergy dermatitis (FAD), or if

reinfestation is likely,

e Kills newly emerged adult fleas prior to egg laying

Kills fleas (within & hours) that may transmit bartonellosis, (tularemia) (and tapeworm)

Kills fleas {within 6 hours) that may transmit bartonellosis, (tularemia) {and tapeworm

infestations)

Kills fleas {within & hours) that may transmit bartonellosis and tularemia

Acts to kill fleas that may transmit bartonellosis and tularemia

Kills fleas that may serve as an intermediate host for tapeworms (Dipylidium caninum)

Kills fieas that may serve as an intermediate host for cysticercoids of tapeworms

Kills fleas that may serve as hosts for life cycle intermediates of tapeworms

Kills {adult) fleas {within & hours) that may cause Flea Allergy Dermatitis {FAD) (or) (flea-

bite anemia)

Fleas do not have to bite to die

Controls highly {irritating] {annoying] {flea] bites

CERTISHIELD™ for dogs rapidly kills fleas that may cause FAD (Flea Allergy Dermatitis)

Kills adult fleas for up to 3 months {12 weeks)

Kills fleas

Easy to apply, control of (for) fleas that lasts up to 3 months {12 weeks)

CERTISHIELD™ for dogs kills fleas on your dog

Once a month topical flea contrel for dogs and puppies 8 weeks of age or older

CERTISHIELD™ for dogs is indicated for the prevention and control of fleas on dogs and

puppies 8 weeks of age and older

a2 & * &
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One application prevents further fiea infestations for up to {12 weeks) ([three] months)
Monthly treatment {all year) is recommended for control and prevention of fleas
Provides ongoing protection against fleas

Stops existing flea infestations by (rapidly) killing aduit fleas

Kills fleas before they lay eggs

Prevents [Stops] re-infestations by killing aduit fieas (before they lay eggs)

Treatment with CERTISHIELD™ rapidly kills fleas which may cause fiea aliergy
dermatitis [FAD] or flea bite hypersensitivity

e Use flea [prevention] [protection] year-round

& & » * 8 » @

[Ticks]

» Kiils all stages of ticks infesting dogs

« {Rapidly){(kills)(ticks){which may cause)(which may transmit) Lyme disease,
{Ehriichiosis), {Anaplasmosis), {Babesiosis), (Tick Paraiysis), (Rocky Mountain Spotted -
Fever), and {Southern Fick Associated Rash Iiiness)

o Kiils ticks for (up to){at ieast) 4 weeks

e CERTISHIELD™ for dogs rapidly kills all stages of ticks, including Deer ticks, Brown dog
ticks, American dog ticks, and Lone Star ticks

s Kills and repels ticks

» Kiils the vectors that may transmit Lyme disease, Rocky Mountain spotted fever,
ehriichiosis, and heartworm disease.

o Ticks: CERTISHIELD™ for dogs can kill ticks for (up to) a fone] month. Apply monthly
where tick control is consistently needed,

« Kiils and repeis all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and
Deer ticks {that may transmit Lyme disease, Rocky Mountain Spotted Fever, babesiosis,
ehrlichiosis and anaplasmaosis)

« Kilis ticks including Deer ticks (that may transmit Lyme disease), American dog ticks {that
may transmit Rocky Mountain Spotted Fever}, Brown dog ticks and Lone Star ticks {that
may transmit ehrlichiosis) for up to one month {4 weeks)

» Kills Brown dog ticks (Rhipicephalus spp.), American dog ticks {Dermacentor variabilis),
Deer ticks {Ixodes spp.) and Lone Star ticks (Ambfyomma americanum) for up to one
month {4 weeks).

Kills Amblyomma americanum {Lone Star ticks) for 4 weeks (for up to one month).

« Monthly appiication against ticks

Page 14 of 17

159



Reason to Issue: Product Registration Date: 01/10/13
Supersedes: 11/19/12

[Mosquitces and biting flies]

* Kills mosquitoes

+ Kills mosquitoes for up to (28 days)(four weeks) (a [one] month)

e Repels and inhibits blood feeding by biting flies and mosquitoes

e Biting flies and mosquitoes: When applied monthly, CERTISHIELD™ for dogs {prevents
blood feeding by) (and) repels) biting flies and mosquitces for {(up to) 4 weeks (a [one]
menth)

Repels and prevents blood-~feeding by biting flies and mosquitoes for up (one) a month
Repels and kills mosquitoes for up to four {4) weeks

Prevents blood feeding by mosquitoes

Repels and prevents (inhibits) blood-feeding by biting flies

Repels and kills mosquitces often before they have a chance te take a blocd meal
[(Prevents blood-feeding by) (Kills and repels)] mosquitces

Repels biting flies

Repels {{annoying)(bothersome)}(nuisance)] biting flies

Inhibits [{annoying){bothersome )(nuisance)] biting flies

[(Prevents)(inhibits)] blood-feeding by biting flies

Kills mesquitoes that may carry heartworm disease

Repels and kills mosquitoes (Culex spp, Ochlerotatus spp, Aedes spp) which may be (a)
vector(s) of heartworm (Dirofifaria immitis) for one month

+« Repels and prevents bleod-feeding by biting flies

{[Lice and Sarcoptic mange mites]

» (For treatment of)(Treats and controls)(Provides effective control of){For treatment of
infastations with)(Kills)(Stops existing) chewing lice (infastations)

¢ Kills chewing lice

» Lice: CERTISHIELD™ for dogs can kill biting and chewing lice for {up to) a {one] month.
Apply monthly where lice control is consistently needed.

e Sarcoptic mange mites: (CERTISHIELD™ for dogs) aids in (the) control of sarcoptic
mange mites (that may cause sarcoptic mange)

« CERTISHIELD™ for dogs aids in {(the) control of sarcoptic mange mite infastations (that
may cause sarcoptic mange).

¢ (When applied menthly,) CERTISHIELD™ for dogs aids in (the) centrol of sarcoptic

mange.

Aids in (the) control of sarcoptic mange mite infestations

Kills chewing and biting lice

(Alse) Kills lice and aids in control of sarcoptic mange mites

Eliminates infestations with chewing lice

Aids in control of sarcoptic mange infestations

Controls existing chewing/biting lice infestations

Kills {{biting) (chewing)] lice

For control and prevention of [(biting) (chewing)] lice (infestations)

Stops existing [(biting) (chewing)] lice infestations

Prevents and controls [(biting) (chewing)] lice (infestations)

Provides contrel of [(biting) (chewing}] lice (infestations)

Kills [{biting) (chewing)] lice and prevents further infestations

For control and prevention of {infestations with) [(biting) (chewing)] lice
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[Miscellaneous]
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CERTISHIELD™ is waterpreoof and remains effective following bathing, shampooing,
swimming (water immersion) cor after exposure to rain or sunlight.

Convenient topical treatment for dogs whe enjoy the cutdoors

(Convenient)(tc use){Easy to apply) spot-on application

Persistent (sustained) efficacy through 30 days

Protects for (at least) one month

Convenient (easy to apply) topical treatment (with [patented] applicator)(that allows
application down te the skin)

(Patented) applicator (trademark) for easy application directly to the skin

Quick-drying

For easy and convenient application, CERTISHIELD™ for dogs is available in sizes for
puppies and small dogs ONLY (8 weeks old or older) and 11-22.9 Ibs. (0.034 fl. 0z.){(1.0
ml), medium dogs 23-44.9 Ibs, (0.068 fl. 0z.) (2.0 ml), large dogs 45-88.9 Ibs. (G.135 fl.
0z.) (4.0 ml), and extra-large dogs 89-132 Ibs. (0.203 fl. 0z.){(6.0 ml).

Fasy, spot-cn (topical) application

Guaranteed effective for (at least) one month

New (combination)(formula for your dog(s)){first six months)

Non-greasy

(Formulated) for dogs that (enjoy)(love) the outdoors

Waterproof

Convenient to use

(1)(3)(6) applicator(s) (1.0 ml, 2.0 ml, 4.0 ml, 6.0 ml)

(1)(3)(6) applicator(s) (0.034 fl. oz., 0.068 fl. 0z., 0.135 fl. 0z., 0.203 fl. 0z,)
(1)(3)(6) applicator(s) (0.034 fl. oz. [1.C ml], 0.068 fl. oz. [2.0 ml], 0.135 fl. oz. [4.0
ml], G.2G3 fl. oz, [6.C mI])

(1)(3)(6) applicator(s)(each) containing (0.034 fl. oz, [1.0ml], 0.068 fl. oz. [2.0 ml],
0.135 fl. oz. [4.0 ml], 0.203 fl. oz. [6.C mI])

(1)(3)(6) applicator(s)

(1)(3)(6) monthly dose(s) [application(s)]

{(1)(3){6) applicator(s)

This product is only for use on dogs and puppies (8 weeks or older and 11-22.9
Ibs.}{weighing 23 to 44.9 Ibs.){weighing 45 to 88.9 Ibs.)(weighing 89 to 132 Ibs.)
Easy and convenient application(s)

Stops existing infestations and prevents establishment of new infestations

Convenient topical treatment for dogs

Quick onset of activity

Persistent efficacy through 30 days

Prevents (re-)infestation for one month

Cnce monthly application

CERTISHIELD™ is brought to you by the makers of FRONTLINE®

Quick drying, non-greasy

(Convenient) (to use) Easy {to apply) spot-on {topical) application

No noticeable cdors

Easy to use applicator makes treatment simple (trouble free, smooth) and comfortable for
you and your our pet

Convenient, easy to apply topical solution

Starts working by {on) contact

(In) child-resistant packaging

Convenient (to use), easy to apply (topical solution)

Waterproof (remains effective after bathing and swimming) for up te four weeks (a
month) (one month)

Remains effective after exposure to sunlight

Remains effective even after bathing, water immersion, or exposure to rain or sunlight
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Remains effective even after bathing {(and swimming)
Remains effective after exposure to rain and/or sunlight
Still works after bathing, swimming or exposure to sunlight
Maintains residual efficacy after bathing and swimming
Remains effective after bathing (and swimming) [(for a month) (for one month) {for up to
four weeks)]

For dogs that enjoy the outdoors

For indoor and outdoor dogs

Convenient topical treatment for dogs who enjoy the outdoors
Formulated for dogs that love the outdoors

For dogs that enjoy the outdoors

Illustration of flea life cycle

Illustration of tick life cycle

IHustration of mosquito life cycle

Illustration of mite life cycle

Illustration of louse life cycle

Hustration of flea

Illustration of tick

Hlustration of mosquito

INustration of mite

Illustration of louse

Picture or illustration of a dog (or puppy)

Picture or illustration of the Merial logo

Picture or illustration of the primary package (applicators)
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. United States Registmtion OPP idantifier Number
%"IE% Environmental Protection Agency X t Amendment
Washington, DC 20460 Other
Application for Pesticide - Section |
1. Compeny/Product Number 2. EPA Product Maneger 3, Proposed Ciassificetion
Merial Limitad/65331-8 Richard Gebkin
4, Compeny/Pr oduct {Neme) PMF None D Restricted
CERTISHIELD for dogs 10
5. Name and Address of Applicant finclude Z/P Codel 6. Expedited Review. In accordance with FIFRA Section 3(c}(3}
L (b}EE), my product is similar or Kentical in composition and labeling
Merial Limited to:
3239 Sateliite Blvd,, Duluth, GA 30096 EPA Reg. No.
E] Ca‘mdc i this is & now address Product Name
o Section - Il
Amendmaens « Explein below. Final printed fabeis in response to
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[j Rezubmissinn in ragponse to Agency ietter dated D "Mao Too" Application,
[j Notificution - Explain below. D Othar - Explain batow.
Expianationi Uss additional pagals} if necessary, {For section | end Saction 1.}
Submission of naw acute toxicity studies for CERTISHIELD and an updated Data Matrix
Section - Ili
1. Materisl This Product Will Be Packaged In:
Child-Rezistant Peckeging Unit Packaging Weater Solubis Packaging 2. Type of Containsr
Yes” Yas . Yoz Metod
X_| Piostic
. Nt: . No No Gioge
N If “Yos" No. per if "Yos" No. per Paper
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3. Location of Aet Dontents information 4. Sizols) Ratail Container 5, Locetion of Label Directions
| On Label
D Labaf Containor | On Lebeling accompenying product
6. Manner in Which Labol is Affixed to Product g:::rgn:ﬁ:;d Dther Printed
Stencifod

Section - IV
1. Contact Point f@Wﬂo frems directly bolow for identificetion of individusl to be contacted, if necessary, 1o process this applicotion.}

Titla Teilaphona No. {include Area Cods}
Dlrector, RANPD 678-638-3713

Name

Timothy A. Cotson

Certification 8. Date Applicstion
{ cortify that the statements | have mada on this form and ali attachments thereto are true, accurate and compieta, Roceived
| ackriovindye that any knowingly faize or miziosding staterment may be punishebie by fine or imprisonmant or {Starmped}
both urkier applicable law.

2. Sagrmuro 9 3. Title
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EPA Form B57¢-1 (Rev. 8-94] Previous aditions efa obsolste. White - EPA Flis Copy {origins!] Yeilow - Appiicant Copy

163



48027300

Timothy A. batson
Diriéctor

Regulatary Affalrs US
Tel: 678-638-3713
Fax: 673-638-3713

3239 Satellite Blvd, |

Decermnber 21, 2012 | Duluth, GA 3009
Mr. Richard Gebken Tl §78 638 3000

Registration Division

Dacument Processing Desk

Office of Pesticide Programs (7504P)
U.S. Environmentat Protection Agency
Rcom S-43800, One Potomac Yard
2777 South Crystal Drive

Arington, VA 22202

SUBJECT:  CERTISHIELD™ for dogs, EPA Reg. No. 65331-8
Submission of New Acute Toxicity Studies and Updated Data Matrix

Dear Mr. Gebken:

Merial is hereby submitiing new acute toxicity studies on the final formuiation for
CERTISHIELD™ for dogs, EPA Reg. 65331-8, for reevaluation of the I[abeiing
pracautionary statements. Aiso, foliowing a phone conversation with Marion Johhsan on
1&Dec12, we are submitting an alternate Data Matrix which cites data that are not
exclusive-use data, and aside from a single study, are non- compensabz We are citing
beth efficacy and companion animal safety studies, and providing a. ratioriale .for
“bridging” the individual companion animal safety studies conducted with Frontline
(fipronil) and the ones conducted with permethrin. We are aiso citing Frortiine ‘stucies
for efficacy claims related to fipronit (adultiddal claims), and permsih:ir. studies for
efficacy claims relating to permethrin, e.g. repellency. Merial anticipates that amy
labeling changes required based on the evalvation of the new acute toxicity studfes will
be undertaken during this review period, with submission of [abeling at a later date: -+

Valume 1 of this submission inciudes a cover letter, copy of the Application form (8570-
1) and PRIA check, Data Certification form, and new Data Matrix. Volume 2 contains the
Transmittal Document. Volume 3 contains the justification for bridging fipronii and
permathrin studies. Three copies of each final study report are also inciuded.

www. merial com

W@I
I

Meriai anticipates that this submission will have PRIA category R340, AMENDMENT
REQUIRING DATA REVIEW WITHIN RD (E.G., CHANGES TO PRECAUTIONARY LABEL
STATEMENTS). This category provides for a 4-month statutory review time. A fee of
3,617 is being remitted now in the form of a check payab[e to the US EPA, A copy of
tha check is included in this submission.

Thanlk you for your assistance in this matier. Please call me at 678-638-3713 (email at
Timothy.Dotson@Merial.com) if you have any guestichs regarding this submission.

; ™
Sincerely, g

"'"'-F—-M—-«.... .
—
Timoithy A. Dotson
Direclor
Regulatory Affairs NP US

Merial Limited is a company Emied by shares registered i England and Walss [registered number 3332751} with a registered office at PO Box 327
Sandringham House, Sandringhiam Avente, Harlow Business Park, Harlow, Essex 19 S04, England, and domesticated in Delaware, USA 25 Merial LLC. 1 64



Submitter:

TRANSMITTAL DOCUMENT

Merial Limited
3239 Satellite Blvd.
Duluth, GA 30086-4640

Regulatory Action: Submission of new Acute Toxicity studies and an updated Data
Matrix for EPA Reg. No. 65331-8

Transmittal Date:

List of Submitted Volumes:

December 21, 2012

VOLUME Guideline TITLE ; MRID MO.
E
iof8 NA Administrative Materials \
Z of 8 NA Transmittal Document o T
3of8 NA Justification for Bridging Companion
Animal Safety and Effectiveness Data 49027301
for Fipronil and Permethrin
4 of 8 870.1100 ML-3,141,301: Acute Oral Toxicity
Study in the Rat 49027302
5of 8 870.1200 ML-3,141,301; Primary Dermal 49027303
Irritation Study in Rabbits
6of 8 870.2400 ML-3,141,301: Primary Eye Irritation 49027304
Study in Rabbits
7of8 870.2500 ML-3,141,301: Acute Dermal Toxicity 49027305
Study in Rats ,
8of 8 870.2600 Delayed Contact Hypersensitivity in
Hartley Guinea Pigs (Buehler Method) 49027306
with ML-3,141,301

Company Official:

Conmipany Name:

Company Contact:

Fmail;

Timothy A. Dotson

T

Name Slgnatu re/Date
Merial Limited

Timothy A, Dotson 678-638-3713
Name Phone

timothy.dotson@merial.com

Page 2 of 2
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Form Approved OMB Nos. 2070-0060; 2070-0057: 2070-0 t07; 2070-0122; 2070-0164

o UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

pert 1200 Pennsyivania Avenue, NW.
WASHINGTON, D.C. 20450

frw
et

Paperwork Redustion Act Netice; The public repotting burden for this collection of information is estimated to average 1.25 hours per response for registration
and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send
comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, Collection
Strategies Divisien (2822T), U.S. Environmental Protection Agency, 1200 Pennsylvania Avenus, N.W., Washington, DC 20460. Do not send the completed form
t0 this address. ’

Certification with Respect to Citation of Data

Applcants/Registran!'s Name, Address, and Telephone Number EPA Registration NumbedFile Symbol
Merial Limited, 323¢ Sateliite Blvd, Duluth, GA 30096 65331-8

Active Inaredient(s) and/or representative test compound(s) Date

Eipronil + Permethrin December 21, 2012

General Use Pattemis) (fist all those claimed for this product using 48 CER Part t58) Product Name

indoor, non-focd use CERTISHIELD for dogs

NOTE: if your preduct is a t00% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not need to
submit this form. Yon must submit the Formulator's Exemption Statement (EPA Form 8570-27).

{ am responding to & Data-Call-in Notice, and have included with this form 2 list of companies sent offers of compensation {the Data Malrix form should
D be used for this purpose).

SECTION I: METHOD OF DATA SUPPORT (Check one method only)

| am using the cite-all method of support, and have included with this form { am using the selective methed of support (or cite-all option
D a list of companies sent offers of compensation (the Data Matrix form under the selective method), and have included with this foom a
shouid be used for this purpose). completed list of data requirements {the Data Matrix form must be
used).

SECTICN li: GENERAL OFFER TC PAY

[Required if using tha cite-all method or when using the cite-all option under the selective method to satisfy one or more dala requirements]

D | hereby offer and agree o pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA.

SECTION lit: CERTIFICATICN

| certify that this application for registration, this form for reregistration, or this Data-Call-in response is supported by all data submitted or cited in the
application for ragistation, the form for reregistration, or the Data-CalHn response. In addition, if the cite-all option or cite-all option under the selective method is
indicated in Section !, this appiication is supported by all data in the Agency's files that {1} concem the properfies or effects of this product or an identical or
substantially similar product, or one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitted under the data
requirements in effec: on the date of approvat of this application if the application sought the initial registration of a product of identical or similar composition and
uses .

| certify thitt for each exclusive use study cited in support of this registration or reregistration, that | am the original data submitter or that | have obtained
the written permission of the original data submitter to cite that study.

{ certify thitt for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) | am the original data
submitter; (b} | have obtained the permission of the original data submitter to use the study in support of this application; {¢) all periods of eligibility for
compensation kave expired for the study; (d) the study is in the public fiterature; or {8} | have notified in wriling the company that submitted the study and have
offered (1) o pay conpensation fo the extent required by sections 3(c)(t}(F} andfor 3(¢)(2)(B) of FIFRA! and (if} to commence negotiations to determine the
amount and tenns of compensation, if any, to be paid for the use of the study.

| certify thitt in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in
accordance witl: sectons 3(c)(t)(F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon request. Should | fail to produce such
evidence to the Agensy upon request, | understand that the Agency may initiate action to deny, cancel or suspend the regisiration of my product in conformity with
FIFRA.

{ certlfy thhat the statements | have made on this form and all attachments to it are true, accurate, and complete. | acknowledge that any
knowingly fals 2 or misieading statement may be punishabie by fine or Imprisonment or both under applicable law.

signatre - / ) Date Typed or Printed Name and Title
I . / /é & Dec, 21, 202 Timothy A. Dotson, Director

EPA Form 857024 (1 2-20037EIectronic and Paper versions available. Submit only Paper version,
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Form Approved OMB No. 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Sireet;, 5.W.
WASHINGTON, D.C, 20480

Papenvork Reduction Act Noflce: The public reporting burden for this collection of information is estimated to average (.25 hours per response for registration activilies and €.25 hours per response for
reregistration and special review activities, including time for reading the Instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection
of information, including suggestions for reducing the burden 1o0: Director, OPPE Information Management Division {2137), U.5. Environmental Prolection Agency, 401 M Street, S.W., Washinglon, DC 20460,
Do not send 1he form 1o this address.

DATA MATRIX
Date December 21, 2012 EPA Reg No./File Symbal 65331-8 Page1al 8
Applicant’s/Registrant's Name & Address Product
Merial Limited, 3239 Satellite Blvd, Duluth, GA 30096 CERTISHIELD™ for dogs
Ingredient Flpronil + Permethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
830.1550 PRODUCT IDENTITY AND COMPOSITION 4863830t MERIAL OWN
830.1600 gsggﬁlg;‘]ON OF MATERIALS USED TO PRODUCE THE 48638302 MERIAL OWN
830.1620 DESCRIPTION OF PRODUCTION PROCESS 48638303 MERIAL OWN
§30.1650 DESCRIPTION OF FORMULATION PROCESS 48638302 MERIAL QWN
830.1670 DISCUSSION OF FORMATION OF IMPURITIES 48638301 MERIAL OWN
$30.1700 PRELIMINARY ANALYSIS 48638303 MERIJAL OWN
830.1750 CERTIFIED LIMITS 48638301 MERIAL OWN
830.1800 ENFORCEMENT ANALYTICAL METHOD 48638303 MERIAL OWN
830.1900 SUBMITTAL OF SAMPLES REQUEST
§30.6302 COLOR ADMIN MERIAL OWN _‘__
830.6303 PHYSICAL STATE ADMIN MERIAL, OWN
830.6304 ODOR ADMIN MERIAL OWN
STABILITY TO NORMAL AND ELEVATED TEMP, METALS AND
830.6313 METAL IONS 48638303 MERIAL OWN
830.6314 OXIDATION/REDUCTION: CHEMICAL COMPATIBILITY 48638303 MERIAL OWN
830.6315 FLAMMABILITY 48638303 MERIAL OWN
Slgnature — Name and Tille Date
S W 7 /Z/_\ Timothy A. Datson, Director, Reg. Affairs US / Q/ 2 /07
EPA For 8570-35 (9-97)/Electronic ang Paper versions available. Submlt only Paper version. Agency Internal Use Copy
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Form Approved OMB No. 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
451 Wi Street, 5.W.
WASHINGTON, D.C. 20480

Paperwork Reductlon Act Notice: The public reporting burden far this collection of infarmation is estimated to average 0.25 hours per response for registration activitles and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and campleting the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection
of information, including suggestions for reducing the burden to; Director, OPPE Information Management Division (2137), U.8. Environmental Protection Agency, 401 M Street, 5.W., Washington, DC 20460.
Do not send the form to this address.

DATA MATRIX

Date December 2t, 2042 EPA Reg No./File Symbol 65331-8 Page 2of 8
Applicant's/Registrant’s Name & Address Product e
Merial Limited, 3239 Satellite Bivd, Duluth, GA 30086 CERTISHIELD™ for dogs
Ingredient Finmonil + Permethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
830.6316 EXPLODABILITY 48638303 MERIAL OWN
830.6317 STORAGE STABILITY 48638303 MERIAL OWN
830.6318 MISCIBILITY 48638303 MERIAL OWN
830.6320 CORROSION CHARACTERISTICS 48638303 MERIAL OWN
£30.6321 DIELECTRIC BREAKDOWN VOLTAGE 48638303 MERIAL OWN
830,7000 pH ADMIN MERIAL OWN
830.7050 UVVISIBLE LIGHT ABSORPTION 48638303 MERIAL OWN
830.7100 VISCOSITY ADMIN MERIAL OWN
830.7200 MELTING POINT/MELTING RANGE 48638303 { MERAL OWN
830.7220 BOILING POINT/BOILING RANGE 48638303 MERIAL OWN
830.7300 DENSITY/RELATIVE DENSITY/BULK DENSITY ADMIN MERIAL OWN :
830.7370 DISSOCIATION CONSTANTS IN WATER 48638303 MERIAL OWN 7
830.7520 PARTICLE SIZE, FIBER LENGTH, AND DIAMETER DISTRIBUTION | 48838303 MERJAL OWN
830.7550
830.7560 PARTITION COEFFICIENT {n-OCTANOUWATER) 48638303 MERIAL OWN
g?;nz?:rg L : Name and Titla Date

g A r s

T — %/i ’> $LTTTT Timothy A. Dotson, Director, Reg. Affairs US /g/ £ /// <
EPA Fom 8570-357’{9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy

r
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Form Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

461 W Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notlce: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.26 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection
of information, including suggestions for reducing the burden to: Birector, ORPE [nformation Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, SW., Washington, DC 20480,

2o not send the form to this address.
DATA MATRIX
Date Decamber 21, 2012 EPA Reg No./File Symbol 65331-8 Page 3of 8
Applicant’s/Registrant's Name & Address Produt
Merial Limited, 3239 Satellite Bivd, Buluth, GA 30096 CERTISHIELD™ for dogs
Ingredient Fipronil + Permethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
830.7640
830.7660 WATER SOLUBILITY 48638303 MERIAL OWN
830.7950 VAPOR PRESSURE 48638303 MERIAL OWHN
NOT APPLICABLE RATIONALE FOR WAIVER REQUESTS 48838303 MERIAL OWN
Signature Narme and Title Dat .
ig e /i ;}; , Z/\ / a?.y// 2
e - . - Timothy A. Dotson, Director, Reg. Affairs US

EPA Form 8570-35 (9-%7) Electronic and Paper versions available. Submit only Paper version.
£

s
W

Agency [nternal Use Copy
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Form Approved OMB No. 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

‘Paperwork Reduciion Act Nolice: The public repoiilng burdan for this colizction of information is esliniated to average .25 hours per response for registration acivitios and 0.25 hours per response for
reregistration and special review activilies, including time for reading the insiructions and compleling the necessary forms. Send comments regarding the burden estimale or any ather aspect of this collection
of Information, Including suggestions for reducing tha burdenia: Blrector, OPPE Information Managemen Division (2137), U.8. Environmendal Protection Agency, 401 M Street, S.W., Washinglon, DC 20460,
Da nal send the farm to this address.

DATA MATRIX
Date December 21, 2012 EPA Reg No./File Symbal §5331-8 Page 4 of 8
Applicant's/Registrant's Name & Addrass Praduct
Meriat Limited, 3238 Sateflite Blvd, Duluth, GA 30026 CERTISHIELD™ for dogs .
Ingredient Fipronil + Permethrin
Guideling Reference Number Guideline Study Name MRIC Number Submitter Status Nate
£10.3300 PRODUCT PERFORMANCE — FLEAS/TICKS 43121114 MERIAL OWN
£10.3300 PROBUCT PERFORMANCE — FLEAS/TICKS 43121115 MERIAL OWN
£10.3300 PROBUCT PERFORMANCE - FLEAS 43121116 MERIAL OWRN
810.3300 PROBUCT PERFORMANCE - FLEAS 43121119 MERIAL OWRN
610.3300 PRODUCT PERFORMANCE - FLEAS 43121120 MERIAL OWN
610.3300 PRODUCT PERFORMANCE - FLEAS 43121121 MERIAL OWN
610.3300 PRODUCT PERFORMANCE ~ FLEAS/TICKS 43121122 MERIAL OWN
§10.3300 PRODUCT PERFORMANCE - FLEAS 43444901 MERIAL OWN
810.3300 PRODUCT PERFORMANCE - FLEAS 43577701 MERIAL OWN
810.3300 PRODUCT PERFORMANCE — FLEAS/TICKS 43577712 MERIAL OWN
810.3300 PROBUCY PERFORMANCE - FLEAS 43577713 MERIAL OWN
£10,3300 PROBUCT PERFORMANCE - FLEAS 43951701 MERIAL OWN
810,3300 PROBUCT PERFORMANCE - FLEAS 44088201 MERIAL OWN
£10.3300 PRODUCT PERFORMANCE - FLEAS 449242011 MERIAL | OWN
§10.3300 PRODUCT PERFORMANCE - FLEAS 44942106 MERIAL OWN o |
£10.3300 PRODUCT PERFORMANCE - FLEAS 45618501 MERIAL OWN P
£10.3300 PRODUCT PERFORMANCE - FLEAS 45620502 MERIAL OWN '
810,3300 PRODUCT PERFORMANCE - FLEAS 45620503 MERIAL OWN
§10.3300 PRODUCT PERFORMANCE - FLEAS 45628104 MERIAL OWN
610.3300 PRODUCT PERFORMANCE - FLEAS 45628105 MERIAL OWN
610.3300 PRODUCT PERFORMANCE - FLEAS 45866901 MERIAL OWRN
810.3300 PRODUCT PERFORMANCE - TICKS 43121117 MERIAL OWN
810,3300 PROBUCT PERFORMANCE - BATHING 43121118 MERIAL OWN
£10.3300 PRODUCT PERFORMANCE ~ SARCOPTIC MANGE 45620504 MERIAL OWN
810.3300 PRODUCT PERFORMANCE — SARCOPTIC MANGE 45620505 MERIAL OWN
8§10.3300 PRODUCT PERFORMANCE - SARCOPTIC MANGE 45620508 MERJAL OWN
Signalure /J <\> J Name and Title Bate
y & 7 ]
/“‘““““““ r/i # ’\ Timothy A. Datsan, Director, Reg. Affairs US ”/ = /*/ =~
EPA Form 8570-35 (9-87) Electronfc and Paper versions available. Submit anly Paper version. Agency Internal Use Copy

170



Form Approved OMB No. 2070-006¢
UNITED STATES ENVIRCNMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection
of Information, including suggestions for reducing the burden to: Director, OPPE information Management Division (2£37), U.S. Environmentai Protection Agency, 401 M Street, SW., Washington, DC 20460,
Do not send the form to this address.

DATA MATRIX
Date December 21, 2012 EPA Reg No./File Symboi 65331-8 Page 50of 8
Applicant's/Registrant’s Name & Address Progget
Merial Limited, 3239 Satellite Blvd, Duluth, GA 30086 CERTISHIELD™ for dogs
Ingredient Fipronil + Permethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
§10.3300 PRODUCT FERFORMANCE — MITES 43444901 MERIAL OWN
810.3300 PRODUCT PERFORMANCE — MITES 43577701 MERIAL OWN
810.3300 PROBUCT PERFORMANCE — MITES 43951701 MERIAL OWN
810,3300 PRODUCT PERFORMANCE - MITES 45612701 MERIAL OWN
810.3300 PRODUCT PERFORMANCE - MITES 45820503 MERJAL OWN
810.3300 PRODUCT PERFORMANCE -- MITES 45866901 MERIAL OWN
810.3300 PRODUCT PERFORMANCE - LICE 45520801 MERIAL OWN
§10.3300 FPRODUCT PERFORMANCE - LICE 45628101 MERIAL OWN
810.3300 PRODUCT PERFORMANCE - LICE 45628102 MERIAL OWN
8£0.3300 PRODUCT PERFORMANCE - LICE 45628103 MERIAL OWN
810.3300 FPRODUCT PERFORMANCE — LICE 45628201 MERIAL OWN
510.3300 PRODUCT PERFORMANCE — MOSQUITOES 45866902 MERIAL OWN
510.3308 PROBUCT PERFORMANCE — MOSQUITOES 46019202 MERIAL OWN
810.3300 PRODUCT PERFORMANCE — MOSQUITOES 46018201 MERIAL OWN ¢+
870.7200 COMPANION ANIMAL SAFETY — FIPRONIL 43863802 MERIAL OWN T
870.7200 COMPANION ANIMAL SAFETY — FIPRONIL 44942104 MERIAL OWN ]
870,7200 COMPANION ANIMAL SAFETY - FIPRONIL 45143901 MERIAL OWN
870,7200 COMPANION ANIMAL SAFETY ~FIPRONIL 45620507 MERIAL OWN
870.7200 COMPANION ANIMAL SAFETY - FIPRONIL 45612702 MER{AL OWN
870,7200 COMPANION ANIMAL SAFETY - PERMETHRIN 41056006 COOPER'S ANIMAL HEALTH, INC. oLD
870.7200 COMPANION ANIMAL SAFETY - PERMETHRIN 41953201 COOPER'S ANIMAL HEALTH, INC, oLD
870.7200 COMPANION ANIMAL SAFETY — PERMETHRIN 43137201 HARTZ MOUNTAIN CORP. OLD
870.7200 COMPANION ANIMAL SAFETY — PERMETHRIN 43447101 HARTZ MOUNTAIN CORP. OLD
870.7200 COMPANION ANIMAL SAFETY — PERMETHRIN 43395408 ECTO DEVELOPMENT CORP. OLD
810.3300 COMPANION ANIMAL SAFETY - PERMETHRIN 43612601 ECTO DEVELOPMENT CORP. OLD
Signature S, : Name and Title Date
/”{W % (/Q 2= V\ - , ‘ /2 2/// 2.
Timothy A, Botson, Director, Reg. Affairs US
EPA Form 8570-35 (9-97) EI?!:tronlc and Paper versions availabie. Submit only Paper version. Agency infernal Use Copy
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Form Approved OMB No, 2070-0080

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
451 ivi Sireet, 3.W.

WASHINGTON, D.C. 20460

Paperwork Reduclion Act Notice: The public reporting burden for this collection ol information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregisiration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect ol this
coltection ol inlormation, including suggestions 1or reducing the burden to: Director, OPPE Information Management Division (2t37), U.S. Environmental Protection Agency, 401 # Street, S.W., Washinglon,

DC 20460. Do not send the 1Torm1o this address.

DATA MATRIX
Dale Dacember 21, 2012 EPA Reg No./File Symbol 65331.8 Page 6ol 8
Applicant’s/Registrant's Name & Address Product o
Merial Limited, 3239 Satellite Bivd, Duluth, GA 30086 CERTISHIELD™ or dogs
Ingredient  Fiprond + Pemmethrin
Guideline Relerence Number Guideline Study Name MRID Number Submitter Status | Note
810.3300 PRODUCT PERFORMANCE 41038803 COOPER'S ANIMAL HEALTH QLD
810,3300 PRORUCT PERFORMANCE 43137202 HARTZ MOUNTAIN CORPORATION QLD
810.3300 FRODUCT PERFORMANCE 41038802 COOPER'S ANIMAL HEALTH QLD
810.3300 PRODUCT PERFORMANCE 43137203 HARTZ MOUNTAIN CORPORATION oLD
810.3300 PRODUCT PERFORMANCE 43396409 ECTO DEVELOPMENT CORPORATION oLD
810.3300 PRODUCT PERFORMANCE 43396410 ECTO DEVELOPMENT CORPORATION QLD
810.3300 PRODUCT PERFORMANCE 41683903 COQOPER'S ANIMAL HEALTH QLD
810,3300 PRODUCT PERFORMANCE 43111607 HARTZ MOUNTAIN CORPORATION QLD
810,3300 PRORUCT PERFORMANCE 43398409 ECTO DEVELOPMENT CORPORATION OLD
810.3300 PRORUCT PERFORMANCE 43396410 ECTO DEVELOPMENT CORPORATION QLD
810.3300 PRODUCT PERFORMANGCE — BITING FLY 46978901 BAYER HEALTHCARE L.L.C. PAY
810.3300 PRODUCT PERFORMANCE 42256901 COOPER'S ANIMAL HEALTH, INC, QLD
810.3300 PRODUCT PERFORMANCE 43396409 ECTO DEVELOPMENT CORPORATION OLD
810.3300 PRODUCT PERFORMANCE 43396410 ECTO DEVELOPMENT CORPORATION QLD
Signalure Name and Title Date
/ "7/4 /J & “‘“'- Timothy A, Dotson, Director, Reg. Affairs US "’“/ 4/2 2.

EPA Form 8570-35 (9-97) Elect nfc and Paper versions availzble, Submit only Paper version.

Agency Internal Use Copy
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Form Approved OMB No. 2070-0060
URITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection
of information, including suggestions for reducing the burden to: Director, OPPE Informalion Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460.
Do not send the form to this address.,

DATAMATRX
Date December 21, 2032 EPA Reg No./File Symbol 65331-8 Page 7 of .
Applicant's/Registrant’s Name & Address : Product
derial Limited, 3239 Satellite Bivd, Duluth, GA 30096 CERTISHIELD™ for dogs
Ingredient Figronil + Permethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
870.1100 ACUTE ORAL TOXICITY — RAT SUBMIT MERIAL OWN
870.120¢ ACUTE DERMAL TOXICITY — RAT suBMIT MERIAL OWN
870,300 ACUTE INHALATION TOXIGITY WAIVER
870.24C0 PRIMARY EYE IRRITATION — RABBIT SUBMIT MERIAL OWN
870.2500 PRIMARY DERMAL IRRITATION — RABBIT SUBMIT MERIAL OWN
870.2600 DERMAL SENSITIZATION ~ GUINEA PIG SUBMIT MERIAL OWN
Signature o— e m Name and Title Date .-
T £ e é/‘\ s :

- T / {‘“ T Timothy A. Dotson, Director, Reg. Affairs US 2f5E,

EPA Fom 8570-35 (9-97) E ronic and Paper versions avaitable. Subnut only Paper version. Agency Internal Use Copy
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Form Approved OMB No. 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

VEASHINGTON, .G, 20450

Paperwork Reduction Act Notlce: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistratlon and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Rivision (2137), U.S. Environmental Protection Agency, 401 M Street, SW., Washington, DC 20460,
Do not send the form to this address.

DATA MATRIX
Date December 21,2012 EPA Reg No./File Symbol 65331-8 Page 80of8
Applicant's/Registrant's Name & Address Praduct T
Merial Limited, 3239 Satellite Blvd, Duluth, GA 30088 CERTISHIELD™ for dogs
Ingredient Fipronil + Permethrin
Guideling Reference Number Guideline Study Name MRID Number Submitter Status Note
40 CFR PART 157, SUBPART B CRISAUE TESTING - 6x (XL) 49000901 MERIAL OWN
40 CFR PART 157, SUBPART B CRISAUE TESTING — 1x (L) 49000802 MERIAL OWN
Signature e “\? Name and Title Date
™ P %—- . 2'-/ 2/ // P
T T \ Timothy A. Dotson, Director, Reg. Affairs US "”"

EPA Form 8570-3?/{9-97) Eléctronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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RIITED STATES EWVIRGIRMEWTAL FROTECTION AGENMIY
WASHINGTON ., 0.0, 20480

QERICE OF CHEMITAL ZAFETY
AND BPOLLUTIOH PREVENTION

CHILD-RESISTANT PACKAGING REVIEW
Technical Review Branch

IN _12/19/2012  OUT __ 3/4/2013

RD, TRB, Reviewed by Rosalind L Gross __3/4/2013

EPA Reg. No. or File Symbol _65331-8

DP Barcode  DP407731

Decision # 472180

EPA Petition or EUP No.
Date Division Received _ 11/20/2012

Type Product(s) _insecticide (flea product}
Data Accession No(s). 49000902 (1365-111), 42000901 (1365-110)

Product Mgr./Chemical Review Mgr/Contact Person RM_10 Driss Benmhend
Division RD

Product Name(s} Tradename for Dogs

Company Name(s) Merial Lid.

Submission Purpose Use previously reviewed CRP studies for EPA Reg No
85331-T in conjunction with these new studies to determine_

if they are adequate to support CRP certification for EPA

Reg No 65331-8 as a 1x,_3x,_and 8x biister {with 3 biisters

connected to each other) for fill levels 1. 2, 4, and 6mi

Active Ingredient(s), PC code, & % Fipronii 6.01%
Permethnn 44.88%

177



Sumimary of Findings

A CRP certification dated February 20, 2013 (submitted via email) is acceptable. A
label dated January 10, 2013 (via email) is acceptable in terms of using the same CRP
directions for the 1x, 3%, and 6x blister package as were used for CRP testing EPA
Reg. No. 65331-T and 65331-8. The CRP certification for EPA Reg. No. 65331-8 is
based on 12 previously submitted and reviewed CRP studies for EPA Reg. No. 65331-
T and 2 CRP studies for EPA Reg. No. 65331-8 that are reviewed in the Data Analysis
and Conclusion section below.

In conclusion, all the requirements for 2 1x, 3x, and 6x blister card with 3
blisters connected to each other containing 4 different sizes (0.034 fi. oz. {'iml),
0.068 fl. oz. (2ml), 0.135 fi. oz. (4m!) and 0.203 fi. oz. (6ml)) have been met. It
should be noted that these CRP requirements are being considered meton a
combination of data for the specific package, supplementat data {12 studies for
EPA Reg. No, 85331-T previously reviewed by the Agency), and bridging from the
EPA Reg. No. §5331-T studies and the 2 studies for EPA Reg. No. 65331-8 that are
reviewed in the Data Anaiysis and Conclusion section below,

Any change in the CRP materials, design, size, fill volume, color of blisters, number
of blisters per package, etc. may result in the requirement to submit additional/
supplemental data for these products to establish that they are CRP. Should any
human experience and/or epidemiological evidence indicate a problem once the
product is in the marketplace, the Agency reserves the right to reexamine this data
comprehensively and to question the chitd resistance of the package involved.

Package

The package is a pipette enclosed in an opaque blister package. The pipette
has four different fill levels, which are 0.034 fl. oz. (1mi), 0.068 fi. oz. (2ml), 0.135fl. oz.
(4ml), and 0.203 1. oz. (6ml). The blister is the intended CRP. There are three different
packages of the blisters. These are:

A single blister (referred to as 1x);

A three blister card, which has three individual blisters attached to each other

(referred to as 3x);

And two cards with three blisters attached to each other per card(referred to as

6x).

The front of the blister is aluminum colored and the back is white. The directions
on the white side of each blister (the back) show a pair of scissors on a dotted line with
the wording “CUT ALONG DOTTED LINE"; in the opposite corner there is a picture of a
line with two arrows pointing to it and the wording “1: FOLD ON LINE", followed by an
arrow pointing to number 2, "2: TEAR OPEN AT SLIT"; on the aluminum colored side of
the blister in the same location (as the folding instructions on the back) there is a small
slit. The back of the single blister looks like:
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ter card looks like

The back of the three blis
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In addition to the directions on the blister the Seniors were given the following
directions during the Senior Aduit Use Effectiveness (SAUE) fest.
The gingle blister —

To open,
use stissofs to cut along dotted line of single blister,
then ol apart foll and remove the applicator
or
) fold oniine at corner,
tear antd open at slit and remove the apphicator.

Three blister card and 2 three blister cardsg -

Toopan,
use sclssoes o Ot plong dotted fne of tingle hilster,
then pofl spart foll 2nad rerove the sppiteator.
or
feld enling at comar,
tear end open &t shit and remoes the applicator,

Toxicity

The toxicity of the product is based on the toxicity of Fipronil. The toxic or
harmful amount of Fipronil for an 11.4 kg child is 2.5mg/kg times 11.4kg, which equals
28.5mg. Access to a toxic or harmful amt = 28.8mg = 28.5mg divided by [1150mg/ml x
0.0601 Fipronil] = 6.41ml for EPA Reg. No. 65331-8. Access to one applicator

represents a failure for a child for all sizes equal to or greater than 0.41ml for EPA Reg.

No. 656331-8.
Failure

For the purposes of CRP testing a child failure is access to one blister for all sizes.
Access to one pipette is more than 28.5mg of Fipronil for all sizes.
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A uni¢ failure for the child test was defined as any partial or complete removal of the
pipette from the blister, any pipette breakage resulting in ieakage external to the blister
irrespective of the extent to which the blister was opened, or access to the pipette or its
contents in any fashion.

A Senior Aduit Use Effectiveness failure is the inability to access the pipette by the
correct mechanism in the allotted time of 5 minutes for the first package or 1 minute for
the second package; cutting into an additional blister.

Lo ny Data

The Company submitted (via email) a CRP certification dated February 20, 2013
and a label dated January 10, 2013 using the same CRP directions for the 1x, 3x, and
6x blister package as were used for EPA Reg. No. 65331-T. Two CRP studies for EPA
Reg. No. 65331-8 were also submitted.

Data Analysis and Conclusion

A CRP certification dated February 20, 2013 {submitted via email) is acceptable. A
label dated January 10, 2013 {via email) is acceptable in terms of using the same CRP
directions for the 1x, 3x, and 6x blister package as were used for CRP testing EPA
Reg. No. 65331-T and 65331-8. The CRP certification for EPA Reg. No. 65331-8 is
based on 12 previously submitted and reviewed CRP studies for EPA Reg. No. 65331-
T and 2 CRP studies for EPA Reg. No. 65331-8,

Child Resistant Effectiveness (CRE) study 6mi 6x (ERID 49000901 (1365-110))—
Each child received two cards of 3 blisters each connected to each other at the start of
the test. Each blister contained a pipette with 6mi of water. A child failure was
defined as access to 1 blister as the blister was the child-resistant feature. The 50
child test resulted in 1 failure, a 48 month old female. The study is a pass of the child
test according to the sequential test chart in 16 CFR 1700.20.

Senior Adult Use Effectivenass Test (SAUE) study 6ml 6x (MRID 48000801
{1365-110))— involved giving the test subjects 2 cards with 3 blisters each connected
to each other for a § minute test pericd and a one minute test period. The test report
was corrected to refiect that the test subjecis received 2 cards with 3 blisters each
connected to each other for a 5 minute test period and a one minute test period. There
was one 70 year old male who failed to open package B. SAUE is 99%. The studyis a
pass of the senior adult test in 16 CFR 1700.20 and the effectiveness specifications in
16 CFR 1700.15(b).

Child Resistant Effectiveness (CRE) study 4mi 1 (MRID 490060802 (1365-111))-
Each child received one blister at the start of the test. Each blister contained a pipette
with 4ml of water. A child failure was defined as access to 1 blister as the blister was
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the child-resistant feature. The 50 child test resulied in 2 failures, two 50 month old
females. There were two age calculation errors - a 44 month old female was reported
to be 43 months old and a 48 month old female was reporied as 46 months oid. These
errors did not affect the resuits because in both cases the child remained in the same
age group. The study is a pass of the child test according to the sequential test chartin
16 CFR 1700.20.

Senior Adult Use Effectiveness Test (SAUE) study 4mi 1x {MRID 49000802
{1365-111))— involved giving the test subjects one blister for a 5 minute test period and
one blister for a one minute test period. There were two failures, a 58 year old female
and a 85 year old female failed to open package B. SAUE is 98%. The study is a pass
of the senior adult test in 16 CFR 1700.20 and the effectiveness gpecifications in 18
CFR 1700.15(b).

in conclusion, ali the requirements for a 1x, 3x, and 6x bilister card with 3
blisters connected {o each other containing 4 different sizes {0.034 fi. oz. {imi),
0.068 {l. oz. {2m1), 0.135 1. oz. {(dml) and 6.203 fl. oz. (6mi)) have been met, It
should be noted that these CRP requirements are being considered meton a
combination of data for the specific package, supplemental data (12 studies for
EPA Reg. No. 65331-T previousiy reviewed by the Agency), and bridging from the
EPA Reg. No. 65331-T studies and the 2 studies' for EPA Reg. No. 65331-8 that
are reviewed herein. For the resuits of the 12 studies previously reviewed see MRID
479142-42, 479142-43, 479142-44, 479142-45, 479142-46, 479142-47, 479142-48,
479142-49, 479142-50, 479142-51, 479142-52, and 479142-53 in review by Rosalind
L. Gross October 18, 2010 [DP 372051, EPA Reg. No. 65331-T] and MRID 48310601,
48310802, 48310603, 48310804, 48310605, and 48310806 in review by Rosalind L.
Gross December 23, 2010 [DP 384262 and 384698 EPA Reg. No. 85331-T).

Any change in the CRP materials, design, size, fill volume, color of blisters, number
of blisters per package, etc. may result in the requirement to submit additional/
supplemental data for these products to establish that they are CRP, Should any
human experience and/or epidemiological evidence indicate a problem once the
product is in the marketplace, the Agency reserves the right to reexamine this data
comprehensively and to question the child resistance of the package involved,

1 The 4ml study was based on the lowest CRE for EPA Reg. No. 65331-T and
the 6mi was based on the lowest SAUE for EPA Reg. No. 65331-T. The rationale
being if the lowest CRE and SAUE sizes for EPA Reg. No. 85331-T are high passes in
a similar package size for EPA Reg. No. 85331-8 the remaining fill sizes and
combinations as 13, 3x, and 6x for EPA Reg. No. 85331-8 should also be passes of 16
CFR 1700.20 and the effectiveness specifications in 16 CFR 1700.15(b).
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UNITED STATES EXVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C, 20400

OEFICE OF CITEAMIUAL: SAFETY
AND POLLUTION PREVENTION

OFFICE OF PESTHCITRE f‘R()('iR;\.-\IS
REGISTRATION RNVISION (755P)

02/APR/2013

MEMORANDUM: Acute Toxicity Review for Tradename for Dogs

Subject: Name of Pesticide Product: Tradename for Dogs

EPA Reg. No. 65331-8

DP Barcode: D405349

Decision No.: 475004

Action Code: R340

PC Codes: 109701 Permethrin

129121 Fipronil
L ¢ prs

From: Tracy Keigwin, Biotogist \/ M%X ¢ gwjﬁ:&-—ﬁ

Technical Review Branch ) /T\ ﬂ

Registration Division (7505P) Y™ (o1 - 1ot

A

To: Richard Gebken, RM 10

Insecticide Branch
Registration Division {7505P)

Applicant: Merial Ltd.
3239 Satellite Bivd
Duluth, GA 30096

FORMULATION FROM LABEL:

Active Ingredient(s): % by wt,

Fipronil 6.01

Permethrin 44.88
3

Qther Ingredient(s}: 4511

Total: 100.00%
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EPA Reg. No. 63331-8
PC Codes 109701 (Permethrin) and 129121 (Fipronit)

ACTION REQUESTED: The Risk Manager requests a review of acute toxicity studies {MRIDs
49027302 {870.1100), 49027305 (870.1200}, 49027304 (870.2400), 43027303 (870.2500), and
49027306 (870.2600) submitted in support of EPA Reg. No. 65331-8, Tradename for Dogs. EPA
Reg. No. 65331-8 contains 6.01% Fipronil and 44.88% Permethrin and is for the control of fleas,
ticks, lice, biting flies and mosquitos in dogs and puppies meeting the age and weight
requirements as stated on the product fabel. The registrant has been challenged with a petition
to deny due to their previous citation of exclusive use data. In response, Merial has submitted a
revised data matrix which cites data {with the exception of one study} that the registrant states
are not compensable. Note that the need for an acute inhalation toxicity study was previously
waived (Backus 27/MAR/2012}.

GLP: All studies were conducted in accordance with GLP.

DEFICIENCIES:

Overall — The recorded name of the test substance does not match the name on the product
tabel, or the name on the CSF. The certificate of analysis does not provide the chemical or
common name of the active ingredients in the test substance. While the internal names of the
active ingredients approximately match the active ingredient label claim, it cannot be
determined definitively that the test substance is the same as the proposed product. The
registrant has not responded to a request for verification.

Acute oral toxicity study {MRID 49027302): The temperature in the animal room was outside the
protocol limits of 19 to 25°C {recorded range was 14 to 26°C) Relative humidity was outside the
protocol limits of 30 to 70% (recorded range 18% to 70%). The temperature of the room where
the test substance was stored was unrecorded from April 18 2012 — April 25 2012. Adjacent
rooms during that time had temperatures within protocol limits (15-30° C). TRB concludes that
these deviations did not impact study resuits.

Acute dermal toxicity study (MRID 49027305}): The temperature in the animal room was outside
the protocol limits of 19 to 25°C {recorded range was 14 to 26°C). The relative humidity was
outside the protocol limits of 30 to 70% {recorded range 18% to 70%). The temperature of the
room where the test substance was stored was unrecorded from April 18 2012 — April 25 2012.
Adjacent rooms during that time had temperatures within protocol limits {15-30° C). The age of
the animals used in the study was outside the range stated in the protocol {protocol range 8-12
weeks, test used animals 7-8 weeks) however, the bodyweight was within protocol range. There
was no mortality and morbidity check made on study day 1; however there was no mortality
observed during the study. TRB concludes that these deviations did not impact the study resuits.

Primary eye irritation study {(MRID 49027304): The relative humidity in the animal room was
outside the protocol limits of 30 to 70% (recorded high 78%) and unrecorded for slightly less than
24 hours June 6, 2012 —june 7, 2012. The temperature of the room where the test substance
was stored was unrecorded from April 18 2012 - April 25 2012. Adjacent rooms during that time

had temperatures within protocol limits (15-30°C). The 72 hour observation to the test animal
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EPA Reg. No. 65331-8
PC Codes 109701 {Permethrin) and 129121 (Fipronif)

was made at 73 hours and 42 minutes. TRB concludes that these deviations did not impact the
study results.

Only one test animal was used in the primary eye irritation study. EPA Guideline 870.2400 states
that the use of one animal is acceptable when a test substance is likely to be severely irritating.
The test substance did elicit a strong reaction (grade 3-4 chemosis from the 1 hour observation
through the day 5 observation), however, all positive results cleared within 7 days suggesting
category 3 for primary eye irritation. Two additional animals should have been tested; because
only one animal was used the test material is assigned to toxicity category Il.

Primary dermal irritation study (MRID 49027303}: The relative humidity was outside the protocol
limits of 30 to 70% {recorded range 44 to 82%). The temperature of the room where the test
substance was stored was unrecorded from April 18 2012 - Aprif 25 2012. Adjacent rooms during

that time had temperatures within protocol limits (15-30°C). The age of the test animals used in
the study was outside the range stated in the protocol (protocol range 12-18 weeks, test animals
used were 10 weeks) however, the bodyweight was within protocol range. Dermal scores were
not taken at times as specified in 870.2500. For the 3 minute site scores: the 24 hour
observation was taken at 27 hours, the 48 hour observation was taken at 52 hours and 3
minutes, and the 72 hours observation was taken at 75 hours and 5 minutes. For the 60 minute
site scores, the 24 hour observation was taken at 26 hours 16 minutes, the 48 hour observation
was taken at 51 hours and the 72 hour observation was taken at 74 hours 2 minutes. Since EPA
determines primary dermal irritation based on a 4 hour exposure period TRB does not believe
these deviations impacted the study results.

Dermal sensitization study (MRID 49027306): The temperature in the animal room was outside
the protocol limits of 18 to 26°C {recorded range was 14 to 26°C). The relative humidity was
outside the protocol limits of 30 to 70% {recorded range 21 to 97%). The temperature of the
room where the test substance was stored was unrecorded from April 18 2012 - April 25 2012.
Adjacent rooms during that time had temperatures within protocol limits (15-30°C). The weight
of two of the test animals was outside the range stated in the protocol (protocol range 250 to
500 grams; 2 animals were 507 and 508g} however the animals were within the protocol age
range. On the positive control study scores of 3 were not reported to Calvert DLAM for
consultation, however enough positive scores were recorded to confirm the validity of the
positive control study. TRB concludes that these deviations did not impact the study results.

COMMENTS AND RECOMMENDATIONS:

1) The & submitted studies are acceptable but cannot at this time be used to support EPA Reg.
No. 65331-8. The recorded name of the test substance does not match the product name on the
tabel, or the name on the CSF. The certificate of analysis does not provide the chemical or
common name of the active ingredient in the test substance. While the internal names of the
active ingredients approximately match the active ingredient label claim, it cannot be
determined definitively that the test substance is the same as the proposed product. The
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EPA Reg. No, 6533¢-3
PC Codes 109701 (Permethrin} and 12942 (Fiproni)

acceptability of these studies to support EPA Reg. No. 65331-8 will be revaluated when the
registrant provides clarification of the test substance. If the test substance is different from the
formulation listed on the Basic CSF {dated March 2, 2012) the registrant must provide the active
and inert ingredients (and their concentrations) in the test substance or, if appropriate, the name
of the registered product {if the studies were conducted on a different registered product).

With regard to the primary eye irritation study: The use of one animal is acceptable only when a
test substance is suspected of being severely irritating. The irritation to the eye was significant
from the 1 hour to day 6 observations and grade 1 redness and grade 1 chemosis persisted
through study day 8. While TRB does not believe that a test with two additional animals would
have resulted in a category | rating, there is the likelihood that the results from two additional
animals would have placed the test substance in categoryll. If the registrant disagrees with this
classification they may repeat the study with EPA Reg. No. 65331-8 as the test substance.

LABELING: TRB will provide precautionary labeling when the test substance has been verified
and/or the appropriate studies have been submitted or cited.
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EPA Reg. No. 65331-8

BC Codes 109701 (Permethrin) and [2912F (Fipronil)

Reviewer: Tracy Keigwin
Risk Manager (EPA): 10

Date: April 2, 2013

The following table is the Acute Toxicity Data Evaluation Record {DER) for the five studies
submitted for in support of EPA Reg. No. 65331-8, Tradename for Dogs:

1. DP BARCODE: 409349

2. PC CODES: 109701 (Permethrin) and 129121 (Fipronil)

3. CURRENT DATE: April 2, 2013

4, TEST MATERIAL: ML-3,141,301 {Experimental ML-3, 141,301 503] 001 Solution for Rats -or-
Experimental ML-3, 141,301 503) 001 Solution for Rabbits -or- Experimental ML-3, 141,301

5034 001 Solution for Guinea Pigs; Lot/Batch No.: ML-3,141,301 503J 001; Purity: ML-2,095,988
{6.01% w/w} and ML-3,145,140 {44.88% w/w) Also known as ML-3,141,301 Topical Solution for

Dogs; Specific gravity: 1.1235 g/mL; colorless liquid

Study/Species/Lab MRID Resuits Tox | Core
Study # /Date Cat | Grade
Acute oral toxicity / rat 49027302 | LDgpFemales » 1000 mg/kg bw {]] A
Calvert Laboratories, Inc. All 5 animals survived to study
(Scott Township, PA) Calvert termination. 1 female was
Study #0406RM52.005 initially dosed at 1000 mg/kg.
Merial Study No.: PR&D When no mortality was observed
0254801 4 additional females were dosed
06/December/2012 at 1000 mg/kg. Clinical
OCSPP 870.1100; OECD 425 abnormalities ohserved during

the study included abnormal gait

and stance, body quivering,

decreased activity, piloerection

and/or bright yellow urine. Al

test animals appeared normal on

days 4-15 of the study. There

was no effect on body weight

gain. No gross abnormalities

observed at necropsy.
Acute dermal toxicity/rat 49027305 | LDsp > 5000 mg/kg bw (both IV A

Calvert Laboratories, Inc.
{Scott Township, PA} Calvert
Study #0422RM52.005
Merial Study No.: PR&D
02549 (0254501}
06/December/2012

OCSPP 870.1200; OECD 402

sexes and combined). All
animals survived. On study day 2
4/5 females exhibited bright
yellow urine and/or staining of
the lower ventral area, persisting
in 1/5 through study day 8. All
animals appeared normal from
study day 9 through study
termination {day 15). No gross
abnormalities ohserved at
necropsy.

Page 5 of 7

187



EPA Reg. No.63331-8

PC Codes 109701 (Permethrin) and 129121 (Fipronil}

Primary eye irritation / rabbit | 49027304 | One animal treated. No corneal in*
Calvert Laboratories, inc. opacity was observed during the
{Scott Township, PA} Calvert study. Iritis was observed at the
Study #0421L.M52.004 one hour observation, resolving
Merial Study No.: PR&D by day 7. Grade 2 redness was
02551 (0255101} observed from the 72 hour
06/December/2012 observation through the day 6
QCSPP 870.2400; OECD 405 observation. Grades 2-4
chemaosis was observed from the
1 hour observation through day
6. All scores zero at day 15.
MMTS =21 at 1 hour, 72 hours
and on day 5.
*Although study results suggest
Category IH, TRB is categorizing
MRID 49027304 as category .
Details are provided on page two
under “Comments and
Recommendations”
Primary dermal irritation / 49027303 | Three exposure periods: 3 il

rabbit

Calvert Laboratories, Inc.
(5cott Township, PA) Calvert
Study #0420LM52.005
Merial Study No.: PR&D
02550 (0255001}
06/December/2012

QOCSPP 870.2500; QOECD 404

minutes, 60 minutes and 4
hours.

3 minute exposure: Grade 1-3
erythema was observed from the
day 2 though day 8 observations,
resolving within 9 days. Grade 1
edema was observed from the
day 2 observation through the
day 5 observation, resolving
within 5 days. Desguamation
was observed at the day 6
observation.

60 minute exposure:; Grade 1-2
erythema was observed from the
day 2 though day 8 observations,
resolving within 9 days. Grade 2
edema was observed from the
day 4 through the day 5
observation, resolving within 6
days.
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EPA Reg. No. 65331-8

PC Codes 105701 (Permethrin) and 129121 (Fipronil)

Four hour exposure: PDIl = 2.5
with a mean score at 72 hours =
3.67. Grade 0-3 erythema was
observed in all animals (3/3)
through study day 7, resolving by
study day 8 in 2/3 and by day 9
in the remaining animal. Grade
0-2 edema was observed in all
animals through the day 7
observation, resolving within 8
days. Desquamation was
observed in 2/3 animals at the
day 5 observation and in all
animals at the day 6 ohservation,
resolving in 2/3 animals within 8
days and within 9 days in the
remaining animal. All scores
zero by study day 8.

Dermal sensitization
{Buehler)/Guinea Pig
Calvert Laboratories, Inc.
(Scott Township, PA) Calvert
Study #0424GM52.003
Merial Study No.: PR&D
02724 {0272401)
06/December/2012

OCSPP 870.2600; OECD 406

45027306

Tested using Buehler method
20 test animals/10 controls
Induction and challenge used
undiluted test material.
Following challenge, no positive
dermal reactions were seen on
any of the treated or naive
control animals at either time
point. Appropriate positive
control study (induction 0.3%
(w/v) DNCB in 80% ethanol;
challenge 0.2% DNCB in acetone)
was provided. Not a sensitizer

Neg

Core Grade Key: A =Acceptable, S = Suppiementary, U = Unacceptable, D = Data Gap
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SR ST UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

fo WASHINGTON, D.C. 20460
%
“ o O O b poLLTION PREVENTION
QFFICE OF PESTICIDE PROGRAMS
REGISTHNTION MY 1S1GN (75058}
March 20, 2013
MEMORANDUM:
Subject: Name of Pesticide Product: TRADENAME FOR DOGS
EPA Reg. No. /File Symbol: 65331-8
DP Barcode: DP 409348
Decision No.: 475004
Action Code: R340
PC Codes: 109701 (Permethrin: 44.88%)
129121 (Fipronil: 6.01%)
From: . Byron T. Backus, Ph.D., Toxicologist I R
Technical Review Branch (—’7 “‘("“"/? . n o oy 1e il
Registration Division (7505P) Ao i Mear=
To: Richard Gebken RM 10
Insecticide Branch
Registration Division (7505P)
Registrant: MERIAL LIMITED
FORMULATION FROM LABEL:
Active Ingredient(s): by wt.
109701 Permethrin 44 88%
129121 Fipronil : 6.01%
Other Ingredient(s): 49.11%
TOTAL 100.00%

ACTION REQUESTED: “The registrant has been challenged with a petition to deny from the
me-too registrant (Virbac) for citing exclusive use data. Merial is providing information to
remedy the data deficiencies in their current application since Virbac would not provide
permission to utilize their data. Please review this package to determine if their CAS bridging
argument is a valid argument for use to satisfy the CAS studies.”

1
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BACKGROUND:

The material received includes a document (MRID 49027301) titled: “Justification for Bridging
Companion Animal Safety and Effectiveness Data for Fipronil and Permethrin.” There is also a
data matrix (dated 12/21/12) in which a number of citations are made to companion animal
safety data for fipronil (MRIDs 43863802, 44942104, 45143901, 45620507 and 45612702) and
permethrin (MRIDs 41056906, 41953201, 43137201, 43447101, 43396408 and 43612601).
However, none of these studies was conducted on a formulation containing both fipronil and
permethrin.

COMMENTS AND RECOMMENDATIONS: -

L.

The Agency does not generally accept bridging arguments for pet products to satisfy the
companion animal safety study data requirement. As stated in the 870.7200 Guidelines a
companion animal safety study is conducted for the purpose of establishing an adequate
margin of safety and not a NOEL of toxicity. The presence of two or more active ingredients
in a formulation results in the potential for additive or synergistic toxicity. This could
include (but would not necessarily be limited to) effects involving dermal irritation, behavior,
food consumption, body weight, and hematology and clinical chemistry parameters.

The only exception to this is when a registrant proposes addition of moderate amounts of S-
methoprene or nylar to a pet care product formulation that has an adequate data base
(including companion animal safety data). In this situation additional companion animal
safety studies are not necessary because it has been established that these IGRs (insect
growth regulators) have low toxicity to mammalian species.

TRB concludes that the companion animal safety study data requirements for 65331-8 (with
the active ingredients fipronil and permethrin) cannot be satisfied by bridging from studies in
which animals were not simultaneously exposed to both these active ingredients.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

OFFCE OF
CHEMICAL SAFETY AND
POLLIFFION PREVENTION

MEMORANDUM:

From: Kevin Sweeney, Senior Entomologist

aery s

Subject: PRODUCT PERFORMANCE DATA EVALUATION RECORD

Date: April 30, 2013

DP barcode: 409353

Decision no.: 475004

Submission no: 930715

Action code: R340

Product Name: Tradename for Dogs

EPA Reg. No or File Symbol: 65331-8

Formuiation Type: RTU spot-on for dogs

Ingredients statement from the label with PC codes: 6.01% fipronil (pec code 129121) and
44.88% permethrin (pc code 109701)

Application rate: spot-on based on number of vials per unit weight
Use pattern: dog spot-on

OCSPP Guidelines: 810.3300

I. Action Requested: Review cited efficacy data and amended product label.

II. Background: Registrant cited non-compensable efficacy data in lieu of previous citations
that Virbac claims are exclusive use data.

ITI. Study Reviews
Fipronil efficacy data:

Merial: 43212114, 43212115, 43212116, 43212119, 43212120, 43212121, 43212122,
43444901, 435777701, 43577712, 43577713, 43951701, 44088901, 44942011, 44942106,
45618501, 45620502, 45620503, 45628104, 456281035, 45866901, 43121117, 43121118,
45620504, 45620505, 45620506, 45612701, 45620503, 45620501, 45628102, 45628103,
45628201, 45866902, 46019202, 46019201

Coopers’ Animal Health: 41038802, 41038803

Hartz Mountain Corporation: 431372202, 431372203, 43111607
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Ecto Development Corporation: 43396409, 43396410, 41683903,
Wellmark: 46006002,
Bayer: 46978901

Permethrin efficacy data:

Cooper’s Animal Health: 42256901
Ecto Development Corporation: 43396409 and 43396410

The registrant was unable to cite Virbac product data as it is subject to exclusive use provisions.
Those data were used to register EPA Reg. No. 9688-187, which has the same level of active
ingredients as the subject product. Please find the DER from Clayton Myers attached.

Conclusion: Merial needs to generate product specific data or submit a justification for the use
of the existing database for a product that is not similar to the Frontline products.

IV. Entomologist’s Recommendations:

1. Merial needs to generate product specific data or submit a justification for the use of the
existing database to satisfy their product specific efficacy. The new product is not similar to
Merial’s Frontline products, and since they are unable to cite Virbac’s product specific data, they
must provide product specific data or a detailed justification for supporting their product efficacy
data requirement with the existing database.

193



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

DFFICE OF
CHEMICAL SAFETY AND
POLEUTHIN PREVENTION

MEMORANDUM:

To: Bonaventure Akinlosotu
From: Clayton Myers, Entomologist Date: November 8, 2011

Subject: PRODUCT PERFORMANCE DATA EVALUATION RECORD

DP barcode: 391921

Pecision no.: 448350

Submission no: 897940

Action code: R3190

Product Name: Effitix Topical Solution for Dogs
EPA Reg. No or File Symbol: 2382-RIT

Formulation Fype: Pet Spot-Cn

Ingredients statement from the label with PC codes included: Permethrin, 44.88% PC: 109701; Fipronil, 6.01%
PC: 129121

Application rate(s) of product and each active ingredient (lbs. or gallons/1000 square fect or per acre as
appropriate; and g/m” or mg/em® as appropriate): Rate not provided on label. States one bottle (sizes not listed
in net contents) will treat a surface up to [360][500] square feet.

I. Action Requested: Data was submitted to support pest claims for a pet spot-on product,

II. Background: The registrant seeks to register a fipronil/permethrin combo spot-on product for control of fleas,
ticks, and other pests on dogs. Fhe registrant has submitted 9 studies to support efficacy claims, in addition to
selective citations.

Il MRID Summaries: {Primary Review attached)
a. MRID48510701: Efficacy Study Against Fleas (Ctenocephalides) on Dogs: Onset of Action.

1. GLP Study

2. A laboratery study was conducted to test the speed of effectiveness of a fipronil/permethrin combination
produet with equivalent concentrations as the submitted product (on a w/w % basis). Dogs were qualified
for flea retention and allocated inte 2 groups, a treatrnent and a control group (10 dogs each in the freated
groups and 6 in the control group). Dogs were infested with fleas on day -6 and day -1. Afier treatment on
day 0, dogs were kept in individual pens. Flea comb counts were conducted on day -5 and on day 0 at2, 6,
and 12 hours after treatment. Efficacy calculations were based on geometric means and percent efficacy
was calculated using Abbott’s Formula.

3. Mean flea reduction efficacy at 6 hours after treatment was 94.4% (88.6% if the regular arithmetic mean
was used). Flea efficacy exceeded 99% by 12 hours after treatment,

4, The primary reviewer agrees that the study is adequate to support killing claims against fleas within 6
hours of treatment. The reviewer comments that the weight/volume ‘concentrations’ used in the study do
not exactly match those on the submitted product CSF, but notes that another study validates the
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cencentrations, when converted to a weight/weight ratio to calculate the active ingredient concentrations.
This study is acceptable and claims of killing fleas within 6 hours of freatment are adequately supported.

b. MRID 48467122: Efficacy Study Against Rhipicephalus sanguineus in Dogs: Duration of Action.

1. GLP Study

2. A laboratery study was conducted to test the efficacy and duration of contrel of Brown Deg Ticks en
dogs for a fiprenil/permethrin combination product with equivalent concentrations as the submitted product
on a W/w % basis). Dogs were infested with adult ticks for the study. 6 dogs were placed in a treatment
group and 6 others in a control group. Each dog received 50 ticks on day -6, and days 0, 7, 14, 21, 28, 35,
42,29, 56, and 63. Tick counts and mortality assessment was conducted on day -4, 1, 2, 9, 16, 23, 30, 37,
44, 51, 58, and 65. The ticks were categorized as being alive or dead, and also in 3 subgroups: free,
attached and unengerged, or attached and engorged. Ticks were counted and removed during the 48 h
assessment. Efficacy calculations were based on geometric means and percent efficacy was calculated
using Abbott’s Formula.

3. Efficacy at 2 days after treatment was 86.6%, but efficacy then exceeded 90% after each subsequent
reinfestation through day 51. The siudy author states that efficacy should be adequately supported for 7
weeks after treatment.

4, The primary reviewer agrees that the study is adequate to support claims against BDT through 7 weeks
after treatment. The reviewer comments that the weight/volume ‘concentrations” used in the study do not
exactly match those on the submitted product CSF, bt notes that another study validates the
concentrations, when converted to a weight/weight ratic to calculate the active ingredient concentrations.
This study is acceptable and claims of killing BDT are supported for 7 weeks after treatment.

c. MRID 48467123 Efficacy Study Against Dermacenter variabilis on Dogs: Duration of Action.

1. GLP Study

2. A laboratory study was conducted to test the efficacy and duration of contrel of American Dog Ticks on
dogs for a fiprenil/permethrin combinatien preduct with equivalent concentrations as the submitted product
on a w/w % basis). Dogs were infested with adult ticks for the study. 6 dogs were placed in a treatment
group and 6 others in a contrel group. Each dog received 50 ticks on day -6, and days 0, 7, 14, 21, 28, 35,
42,29, 56, and 63. Tick counts and mortality assessment was conducted on day -4, 1, 2, 9, 16, 23, 30, 37,
44, 51, 58, and 65. The ticks were categorized as being alive or dead, and alse in 3 subgroups: free,
attached and unengorged, or attached and engorged. Ticks were counted and removed during the 48 h
assessment. Efficacy calculations were based on geometric means and percent efficacy was calculated
using Abbott’s Formula,

3. Efficacy at 2 days after treatment was 4%.4%, but efficacy then exceeded 90% after each subsequent
reinfestation through day 44. The study author states that efficacy should be adequately supported for 6
weeks after treatment.

4. The primary reviewer agrees that the study is adequate to support claims against ADT through 6 weeks
after treatment. The reviewer comments that the weight/volume 'concentrations’ used in the study de not
exactly match those on the submitted product CSF, but notes that another study validates the
cencentrations, when converted to a2 weight/weight ratio to calculate the active ingredient concentrations.
This study is acceptable and claims of killing ADT are supported for 6 weeks after treatment.

d. MRID 48467124: Efficacy Study Against the Brown Dog Tick (Rhipicephalus sanguineus) and the Cat
Flea (Ctenocehpalides felis) on Dogs: Effects of Shampooing and Periedic Water Immersions.

1. GLP Study

2. A laboratery study was conducted te to evaluate the efficacy and duration of control of 2
fiprenil/permethrin combination product against fleas and ticks after shampooing and water immersion, in
support of waterproof claims. 24 dogs were blacked within gender and weight groups in 6 blocks of 4 dogs
in descending order of pre-treatment flea counts, and assigned to 3 freatment groups: Group | was a
centrol group that was shampooed and water immersed, 6 dogs. Group 2 was treated with the test

Page 2 of 6

195



substance, 6 dogs. Group 3 was treated with the test substance and shampooed, 6 dogs. Group 4 was
treated with the test substance and water immersed, 6 dogs. Dogs were infested with fleas (100) on days -
4,0,7, 14, 21, and 28. Dogs were also infested with ticks (50) on days -5, -1, 6, 13, 20, and 27.
Shampooing occurred on day 12. Water immersion on days 12 and 26. Flea and Tick counts were
conducted en days -2, 2, 9, 16, 23, and 30. For water immersion and shampooing, animals were rinsed
using a shower head for 3 minutes at a flow rate of 2 gallons/minute. Efficacy calculations were based on
geometric means and percent efficacy was calculated using Abbott’s Formula.

3. Tick efficacy at 2 days was variable, but at days 9-30, tick efficacy exceeded 99% for all treatment
groups, including dogs that were shampooed or water immersed. Flea efficacy exceeded 90% at 2 days,
and was at 100% at days 9-10, for all treatment groups, including dogs that were shampooed or water
immersed. The study author states that efficacy is adequately supported for fieas and ticks after water
immersion and shampooing.

4. The primary reviewer agrees that the study is adequate to support claims against ticks and fleas through
1 month after treatment, with shampooing and water immersion. The reviewer comments that the
weight/volume ‘concentrations’ used in the study do not exactly match those on the submitted product
CSF, but notes that another study validates the concentrations, when converted to a weight/weight ratio to
calculate the active ingredient concentrations. This study is acceptable and claims of fleas and ticks for 1
month after treatment, with water immersion and shampooing, i.e., *waterproof” claims.

MRID 48467125: The Duration of Efficacy of a Single Application of 104.03 (Fipronil 6,7%, Permethrin
50%}) Compared to a No Treatment Control Against Artificially Induced Infestations of Ticks (Amblyoma
americanum) on Dogs.

1. GLP Study

2. A laboratory study was conducted to test the efficacy and duration of control of Amblyoma americanum
on dogs for a fiprenil/permethrin combination product with equivalent concentrations as the submitted
product on a w/w % basis). Dogs were infested with adult ticks for the study. 6 dogs were placed in a
treatment group and 6 others in a control greup. Each dog received 50 ticks on day -7, and days 0, 7, 14,
21, 28, 35, and 42. Tick counts and mortality assessment was conducted on day -4, 1, 2, 9, 16, 23, 30, 37,
and 44. The ticks were categorized as being alive or dead, and also in 3 subgroups: free, attached and
unengorged, or attached and engorged. Ticks were counted and removed during the 48 h assessment.
Efficacy calculations were based on geometric means and percent efficacy was calculated using Abbott’s
Formula.

3. Efficacy at 2 days after treatment was 70%, but efficacy then exceeded 90% after each subsequent
reinfestation through day 23. Efficacy was 88% at day 37. The study author states that efficacy should be
adequately supported for 23 days after treatment, with some residual control of ticks through 30 and 37
days.

4. The primary reviewer agrees that the study is adequate to support claims against BDT through 3 weeks
afier freatment, but that one month control claims were not adequately supported, as the 90% efficacy
threshold was not met for day 30. The reviewer also comments that the weight/volume ‘concentrations’
used in the study do not exactly match those on the submitted product CSF, but notes that another study
validates the concentrations, when converted to a weight/weight ratio to calenlate the active ingredient
concentrations. This study is unacceptable and claims of killing Amblyoma americana for one month, but
is partially acceptable and is adequate to support claims for 3 weeks after treatment.

MRID 48467126: Duration of Efficacy of a Single Application of 104.05 (Fipronil 6.7% w/v, Permethrin
50% w/v) Compared to a No Treatment Control Against Artificially Induced Infestations of Ticks (Ixodes
scapularis) on Dogs.

1. GLP Study

2. A laboratory study was conducted to test the efficacy and duration of control of Black Legged Ticks on
dogs for a fipronil/permethrin combination product with equivalent concentrations as the submifted product
on a w/w % basis). Dogs were infested with adult ticks for the study. 6 dogs were placed in a treatment
group and 6 others in a control group. Each dog received 40 ticks on day -7, and with 50 ticks on days 0, 7,
14, 21, 28, 35, and 42, and with 35 ticks on day 49. Tick counts and mortality assessment was conducted
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onday -5, 2,9, 16, 23, 30, 37, 44 and 51, at 48 hours afier infestation. The ticks were categorized as being
alive or dead, and also in 3 subgroups: free, attached and unengorged, or aitached and engorged. Ticks
were counted and removed during the 48 h assessment, Efficacy calculations were based on geometric
means and percent efficacy was calculated using Abbott’s Formula.

3. Efficacy at 2 days after treatment was 94%, and efficacy then exceeded 90% after each subsequent
reinfestation threugh day 37. The study author states that efficacy should be adequately supported for 37
days after treatment, with some residual control of ticks through 44 and 51 days.

4, The primary reviewer agrees that the study is adequate to support claims against BLT through 30 days
after treatment. The reviewer also comments that the weight/volume ‘concentrations’ used in the study do
not exactly match those on the submitted product CSF, but notes that another study validates the
concentrations, when converted to a weight/weight ratio to calculate the active ingredient concentrations,
This study is acceptable and one menth claims against BLT are adequately supported.

g. MRID 48467127: Determination of 2 Combination of Fipronil and Permethrin in Topical Solution Against
Mosquitoes ({edes aegypti) on Dogs.

1. GLP Study

2. A laboratory study was cenducted to test the efficacy of a fipronil/permethrin product against
mosquitoes for repellence (preventing feeding) and killing of A. aegypti. Dogs were qualified as mosquito
hosts, with dogs allowing a feeding rate of 40% were considered acceptable for the study. 12 dogs were
randomly assigned inte 2 groups, a treatment and control group. The product was applied on day 0. Dogs
were exposed for 28-35 minutes to unfed female mosquitoes in exposure cages on days 1, 7, 14, 21/22, 28,
and 35-37. Dogs were sedated during infestations. Afterwards, the mosquitoes were collected and dogs
were remeved frem the exposure cages and refurned to normal housing, At 50-90 minutes after exposure,
dead and alive mosquitoes were counted. The mosquitoes were frozen and crushed to determine if a blood
meal had been taken. Mortality was calculated for both feeding efficacy (repellence} and killing efficacy.
Efficacy calculations were made using Abbott’s Formula.

3. Short-haired dogs were more susceptible to mosquitoes than long hair dogs. The test product has a more
effective repellence efficacy than killing efficacy. Killing efficacy never exceeded 59.5%. Repellence
efficacy was 91.7% efficacy at 7 days after treatment.

4. The primary reviewer concludes that the study is not acceptable to support claims against mosquitoes, as
no killing efficacy was demonstrated and repellence was only adequate at 7 days after application. The
study is not acceptable to support any claims against mosquitoes.

h. MRID 48467128: Repellence Efficacy Study of 104.05 Against Ticks (Dermacentor variabilis and
Rhipicephalus sanguineus) on Dogs Under Laberatory Conditions.

1. GLP Study

2. A laboratery study was conducted to evaluate the repellence of ticks for a fipronil/permethrin
combination product. 12 dogs were used in the study, with 6 dogs given treatment and 6 dogs left as an
untreated confrol group. Adult BDT and ADT were used in artificial infestations. Dogs were infested with
30 unfed ticks on day -6 (R. sanguineus only), and days 1, 2, 7, 14, 21, 22, and 28. Tick assessments were
conducted on days 1, 2, 7, 14, 21, 22, and 28 at 3 hours after infestation/reinfestation. Tick counts with
removal were conducted on days -5, 2, 4, §, 15, 22, 23, and 29, 24 hours after the Infestations. Ticks were
categorized as being alive or killed and in 3 subgroups: free, attached and engorged, or attached and
unengorged. Ticks found in the infestation chamber after removal of the dogs were categorized as live,
moribund er dead. % mortality was calculated using Abbott’s Formula.

3. BDT repellence efficacy was 90-55% for the 3 hour assessments through 14 days. Efficacy was 99% or
greater for the 24 hour assessment through 29 days. For ADT, repellence efficacy was 90-97% for the 3
hour assessments through 22 days. Efficacy was 97% or greater for the 24 hour assessment through 29
days. The author concludes that repellence efficacy for ticks is supported through up to 29 days after
treatment.

4. The primary reviewer concurs that basic tick repellence claims are supported for up to one menth after
application. The study is acceptable to support claims of tick repellence for up to one month,
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i.  MRID 48467129: Summary of Efficacy Data for Effitix™ Topical Solution for Dogs End Use Product,

This MRID was a summary of selectively cited and submitted studies in support of label claims. The
submission is supplemental.

j-  Selective Citations of 60 MRIDs from the fipronil and permethrin efficacy database including the

following:

43121114,43121115, 43121116, 43121119, 43121120, 43121121, 43121122, 43444901, 43577701,
43577712, 43577713, 43951701, 44088901, 44942011, 44942106, 45618501, 45620502, 45620503,
45628104, 45628105, 45866901, 43577712, 43121114, 43121115, 43121117, 43121122, 43121118,
45620504, 45620505, 45620506, 43444901, 43444901, 43577701, 43951701, 45612701, 45620503,
45866901, 45620501, 45618101, 45628102, 45628103, 45628201, 45866902, 46019202, 46019201,
41038802, 41038803, 43137202, 43137203, 43396409, 43396410, 46006002, 41683903, 43111607,
43396409, 43396410, 46978901, 42256901, 43396409, 43396410

These studies support efficacy ¢laims (in various versions) against fleas, ticks, lice (chewing/biting), mites
(aids in control of sarcoptic mange), mosquitoes, and repellence of biting flies.

Claims are not supported for sand flies, for killing/control of mites (only “aids in control’), or sucking lice,

IV. RECOMMENDATIONS:
(1) Labeling:

{a) What pests and site/pest combinations may be added as follows to the label based on the submitted or cited
data?

Fleas: Killing within 6 hours and control for up to one month. Also repellence of fleas.

Ticks: Killing and contrelling for up to one month. Also repellence of fleas.

Mosquitoes: Killing and controlling for up to ene month, also repellence and prevention of blood feeding
for up to one month

Biting Flies: Repellence

Lice (chewing/biting): Killing and controlling for up to one month

Mites: Aids in control of sarcoptic mange/mites that may cause sarcoptic mange, etc.

(b) What pests and site/pest combinations must be removed from the label?
Any and all claims against sandflies
Any claims of control of fleas or ticks beyond one month (given that waterproof claims are included)
Killing/controlling claims against mites (only aids in control is supported)
Any and all claims against *sucking’ lice
(c) List changes fo the directions for use:
None required

(d) List changes fo the optional marketing claims:

The following marketing claims must be deleted from the label {(paces 4-7)

All references to sandflies, killing/controlling of mites, and *sucking’ lice must be removed from all
marketing claims and from the entire label. References to the word ‘effective’ are deemed inappropriate, as this
implies a heightened comparative efficacy claim (a decision on the suitability of this claim is deferred to the product
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manager). Finally, any and all claims of ‘breaking the flea life cycle® must be deleted, as this product does not kill
flea eges or larvae. On a line-by-line basis, the claims marked with strilethroush-text below must be deleted.
*For convenient, quick-acting, long-lasting effestive control of fleas ticks , . .”

. (biting, chewing and sucking) lice and mites . . . All variations of these kill ¢laims must be deleted
threughout the label. Claims against mites may be expressed as “aids in control.’

“Kills fleas, ticks, lice, mites and mosquitoes, repels biting flies and mosquitoes”

“Repels fleas, ticks, biting flies, sandflies and mosquitoes”™

shown is unacceptable and the clalm can be completely controlled’ imphes 100% efficacy, which is also
unacceptable.

“Effective menthly application against fleas, ticks, and mosquitoes”

“Fleas: EFFITIX™ Topical solution for dogs can kill adult fleas in 6 hours forup-to-three months. Apply
monthly if your dog . . .

“Effective monthly application against fleas”
“Effeetive monthly control of fleas”

“Easy to apply feffeetive) control . . .7
“Effectivelvbreals the-flealif le2
“Effestive monthly application against ticks”

“Repels and inhibits blood feeding by biting flies, sandflies and mosquitoes™ (delete all other references to
sandfiies)

*Lice: EFFITIX™ Topical Solution for Dogs can kill suekiag, biting and chewing lice for . . .” {delete all other
references to sucking lice)

LY

2K ls-mites{that may eause-sarcoptic-mangey> Can be revised fo ‘aids in control of mites that may cause . . .”
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Memorandum =
Date: [ 1y /47
To: Pa 1o , Regulatory Manager

From: Information Services Branch, ITRMD

Y our receipt of this data submission is not an
indication that MRIDs for the enclosed studies have
been posted to OPPIN.

We expect that it will be approximately 5 days
from the above date before the study-level data is
available in OPPIN.

If you have any questions about this process,
please contact Teresa Downs (305-3363).
BYIIE

This 1s a: W ful o
! par
_reje
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December 21, 2012 & SANOEI COMPANY

323% Satellite Blvd.
By Certified Mail Duluth, GA 30094

Bayer Healthcare LLC Tel: 678 638 3000
P.Q. Box 390
Shawnee Mission, KS 66201

RE: Merial Limited Citation of Product Performance Data for EPA Reg. No.
65331-8

To Whom It May Concern:

Merial Limited, 3239 Satellite Blvd., Building 500, Duluth, GA 30096 is citing MRID
46978901 in support of an efficacy claim for EPA Reg. 65331-8. Merial is citing the
data under the selective method of data support. Pursuant to FIFRA §3(c){(1)(F),
Merial offers {o:

« Pay compensation for data owned by your company (individually or as part
of a task force} and submitted to EPA, to the extent required by law, and
» Enter into negotiations to determine which data, if any, may be subiject to

compensation and the amount and terms of any compensation due. &=
s
To the extent that you feel compensation may be due for reliance on data that would {“’}:
support registration of this product, please provide us with the following information e
so that we may evaluate your claims and commence negotiations: 55}
1. Title of Study; s
2. Formulation on which study was conducted {(i.e., active ingredient and percent e
active) and principal inert ingredients {if any}; §f
3. Author (i.e., laboratory conducting the study); =
4, Date study was completed;
5. Certification that the study was conducted in accordance with EPA Good
Laboratory Practice regulations (40 C.F.R. §160);
6. Certification of access to the raw data;
7. Date study was submitted to EPA;
8. EPA Guideline under which study was submitted to EPA;
9. Proof of EPA’s reliance on the study, as indicated in the RED, TRED, or other

reregistration correspondence; .
10.Proof of EPA’s acceptance of the study as Core Guideline, as indicated in the i
Agency’s Data Evaluation Record, or in reregistration correspondence; h
11, Actual cost of each item of data, along with an explanation of how each cost figure
was derived;
12. Offers to compensate and compensation received to date, by study
13.Relevance of any data claimed to an indoor residential use for pets {dogs).

Meriat Limited is a company Smited by shares registered i1 England and Wates {registered number 333275 with a registered office at PO Box 327
Sandringham House, Sandringham Avenue, Harlow Business Park, Hailow, Essex CI19 504, England, and domesticated in Belaware, USA as Merial L? O 4



Page 2
Dec, 21, 2012

We believe that a mutually satisfactory agreement can be reached governing EPA's
use of any data developed by your company on a similar product. If no response is
received within thirty (30) days, we will assume that no compensation is- requested,
and we will proceed accordingly.

Sincerely,

—T ﬂ ;) s %\

Timothy A, Hotson
Regulatory Affairs US
Merial Limited

3239 Satellite Bivd
Culuth, GA 30096
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PRIA 2 —21 Day Content Screen Review Worksheet
(EPA/OPP Use Only)

3/23/09
21 Day Screen Start Date: /2 - [y
Experts In-Processing Signature: £~ Date % ~/< /-3 Fee Paid: Yes _*~
Division management contacted on issues  No Yes Date

EPA Reg. Number: éﬁﬁﬁ/ - g EPA Receipt Date: ¢ = / 2 /3

Items for Review Yes | No | N/A*

1 Application Form (EPA Form 8570-1)(link to form) signed & complete

including package type K

Confidential Statement of Formula all boxes completed, form signed, and
, |dated (EPA Form 8570-4) (Link to form) X

a) Allinerts (link to http://www .epa.gov/opprd001/inerts/}, yes no

mcluding fragrances, approved for the proposed uses (see
Footnote A)

3 Certification with Respect to Citation of Data (EPA Form 8570-34) (Liuk to

form) completed and signed (N/A if 100% repack) X

Certificate and data matrix consistent

If applicant is relying on data that are compensable, is the offer yes | no

to pay statement included. (see Footnote B)

If applicable, is there a letter of Authorization for exclusive use only.

Formulator’s Exemption Statement (EPA Form 8570-27) (Link to form)
4 | completed and signed (N/A if source is unregistered or applicant owns the

technical) X

Data Matrix (EPA Form 8570-35) (Link to form} both internal and external

copies (PR 98-5) (Link to PR 98-5) completed and signed (N/A if 100% X

repack)

yes | no

a) Selective Method (Fee category experts use) X

b) Cite-All (Fee category experts use)

¢) Applicant owns all data (Fee category experis nse)

5 Copies of Label (link to http://www.epa.cov/oppfead1/abeling/lrm/) |

6 | (Electronic labels on CD are encouraged and guidance is available)( link to ‘
hitp://www.epa.gov/pesticides/reguiating/registering/submissions/index.htm#labels K !




Is the data package consistent with PR Notice 86-5 (link to PRN 86-5)

Notice of Filing (link to

htip://www.epa.gov/pesticides/regulating/tolerance petitions.htm) inclhaded
with petitions (link to
http://www.epa.gov/pesticides/regulating/tolerances.htm)

If applicable for conventional applications, reduced risk rationale (link to
http://www.epa.gov/opprd001/workplan/reducedrisk.html)

10

Required Data (link fo
http://www.epa.gov/pesticides/regulating/data_reguirements.htm) and/or
data waivers. See Footnote C.

a) List study (or studies) not included with apphication
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,),;-\j

fhesec -2 ReVigw). po 2//,2/;,{
FF i 3

S s UARBL INCLODED e TTHE  ApErOpensT PACEAGE, AMD
MO PRENON Ly SUBMITIED LASEL 1t AVAILABLE py PALS|

A ‘-J’Ofcé’fﬁ%z. pIBE LEETTT iR TTHE  LEFSTEAYTT RESAZDWE
THIS 158 e z/12. Av 330 prn. puE T TTHE REQUESTT TTO
EAEONTE | e JACKE T satii PAS ARG BE LEUVEREL o7 HeT

FOLLOUD~ 0F s TRET  2orvis i REGISTRAMST.
b fre 2/ )%

FEYfEOtTED 20 - DAY PR scpeer  pEeuesTED

* N/A — Not Applicable

Footnotes

A. During the 21 day initial content review, all CSFs will be reviewed to determine
whether all inerts listed, including fragrances, are approved for the proposed uses. If an
unapproved inert is identified, the applicant must either 1) resolve the inert issue by, for
example, removing the inert, substituting it with an approved inert, submitting
documentation that EPA approved the inert for the proposed pesticidal uses, correcting
mistakes on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3)
withdraw the application. Removing or substituting an inert ingredient will require a new
CSF and may require submission of data. All information, forms. data and
documentation resolving the inert issue must have been received by the Agency or the
application withdrawn within the 21 day period, otherwise, the Apency will reject the
application as described below.

To successfully complete this aspect of the 21 day initial content screen, applicants are
strongly encouraged to verify that all inert ingredients have been approved for the
application’s uses even if a product is currently registered by consulting the inert Web

3
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site [Iink to http://www.epa.gov/opprd00]1/inerts/lists.html} and if the inert is not
approved, to obtain the necessary inert approval prior to submitting an application
to register a pesticide product containing that inert ingredient. Some inert
ingredients are no longer approved for food uses or certain types of uses. The name
and/or CAS number on a CSF must match the name and CAS number on this web site.
Simple typographical errors in the name or CAS number have resulted in processing
delays.

If an inert is not listed on the inert ingredient web site and the applicant believes that the
inert has been approved, the applicant should contact the Inert Ingredient Assessment
Branch (IIAB) at inertsbranch @epa.gov and resolve the issne. Copies of the
correspondence with IIAB resolving the issue should accompany the application. All
~new inerts except PIP inerts are reviewed by HHAB. The IIAB should also be contacted
for any questions on what supporting data needs to be submitted for and the Agency’s
inert review process. Questions on PIP inerts should be directed to the Chief of
Microbial Pesticides Branch [Link to
http://www.epa.gov/oppbppd 1/biopesticides/contacts_bppd.htm].

- When a brand, trade, or proprietary name of an inert ingredient is listed on a CSF,
additional information such as an alternate name of the inert, CAS number or other
information [link to http://www.epa.gov/opprd001/inerts/tips.pdf] must also be included
to enable the Agency to determine if it has been approved. Each component of an inert
mixture (including a fragrance) must be identified. In some cases, the supplier of the
mixture or fragrance may need to provide this information to the Agency. Prior to the
Agency’s receipt of an application, applicants must arrange with a proprietary mixture or
fragrance supplier to provide the component information to the Agency or promptly upon
EPA’s request. If the inert ingredients in a proprietary blend (including fragrances)
cannot or are not identified or provided within the 21-day content review period, the
Agency will reject the application.

During the 21 day content review, applicants should submit information to the individual
identified by the Agency when the applicant is informed of an unapproved inert.

Unapproved Inerts Identified on CSKs

All applications except cenventional new preducts and PIPs

Once an unapproved inert is identified on a CSF, the Agency will contact the
applicant with the following options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert. If this option is selected and implemented, the Agency may
request an extension in the PRIA decision review timeframe to accommodate
the inert review/approval process;

4
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estirnated); or

If none of these options is selected and implemented by the applicant within the
21 day content review period, the Agency will reject the application and retain
25% of the full fee of the category identified.

Conventional New Product Applications

When the Registration Division identifies an unapproved inert on a CSF with an
application for a new product that the applicant has not identified as requiring an
inert approval (R311, R312 or R313), it will contact the applicant with the
following options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert, including any required petition to establish or amend a
tolerance or exemption from a tolerance. (This option may change the PRIA
category for the application, which could require a longer decision review
time and a larger fee. If additional fees are due, they mmst be received by the
Agency within the 21 day content review period.)

3. Withdraw the application (the Agency retains 25% of the full fee for the fee

category estimated); or

If none of the above options is selected and implemented during the 21-day
content-review period, the Agency will reject the application and retain 25% of
the appropriate fee for the new product-inert approval category.

PIP Applications

When the Biopesticide and Pollution Prevention Diviston identifies an
unapproved inert on a PIP CSF and a request to approve the inert does not
accompany the application, it will contact the applicant with the following
options:

1. Correct the application by, for instance, correcting the spelling or name of tle
inert to that in 40 CFR 174, or providing documentation that the inert has been
approved; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert. If an inert ingredient tolerance exemption petition is
required, the petition must be received by the Agency and the B903 fee paid
within the 21 day pertod. If this option is selected and implemented, the
Agency will discuss harmonizing the timeframe for both actions.

5



3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of the above options is selected and implemented during the 21 day
content review period, the Agency will reject the application and retain 25% of
the fee.

B. A policy on documentation of offers to pay is still being developed, however, for a
me-too or fast track (similat/identical) new product, R300 or A530, an application
without the necessary authorizations of offers to pay will be placed into either R301 or
A531. The Agency recommends that authorizations of offers to pay be submitted with
other PRIA applications to avoid delays in the Agency’s decision.

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers
prior to submitting their application to the Agency. Documentation of such discussions
should be submitted with the study waiver.
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D S UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
A WASHINGTON, D.C. 20460

MOHIAy,
éﬁi‘

O agenct

gy
4L pnoﬁd‘

February 12, 2013

OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

OPP Decision Number: D-475004

EPA File Symbol or Registration Number: 65331-8
Product Name: TRADENAME FOR DOGS

EPA Receipt Date: 26-Dec-2012

EPA Company Number: 65331

Company Name: MERIAL LIMITED

TIMOTHY A. DOTSON

MERIAL LIMITED

3239 SATELLITE BLVD.

DULUTH, GA 30096-4640

SUBJECT: Receipt of Registration Amendment Subject to Registration Service Fee

Dear Registrant:

The Office of Pesticide Programs has received your amendment and certification of

payment. If you submitted data with this application, the results of the PRN-2011-3 screen will
be communicated separately. During the administrative screen, the Office of Pesticide Programs

has determined that this Action is subject to a Pesticide Registration Service Fee as defined in
the Pesticide Registration Improvement Act.

The Action has been identified as Action Code: R340

AMENDMENT;NON-FAST TRACK;REVIEW WITHIN RD, E.G. PRECAUTIONARY
LABELING;

No additional payment is due at this time.

If you have any questions, please contact the Pesticide Registration Service Fee
Ombudsman at (703) 308-9362.

%

Front End Processing Staff
Information Technology & Resources Management Division
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~

Fee for Service [930715"~

This package includes the following for Division
© New Registration ©AD
C
® Amendment BPPD
®RD
Y Studies?  ©Fee Waiver?
- : Risk Mgr 10
“volpay % Reduction: __
Receipt No. S-1 930715
EPA File Symbol/Reg. No. 65331-8
Pin-Punch Date: 12/26/2012

— This item is NOT subject to FFS action.

-------- o e

[T “Action Code: ' Parent/Child Decisions:
Requested: | £2¢ 0

Granted: | 2390

Amount Due: $ _3,6/7

7 Inert Cleared for intended Use @ Uncleared Inert in Product
Reviewer: MWM Date: &/ s
Remarks: ;,/j portsag 35 P11 ) oA Wmﬁﬁ/
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Print Letter

Tracking

cute toxicity studies and an updated Data katrix

View/Edit
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MERIAL LIMITED Vendor Name . "NVIRONMENTAL PROTEGTION
115 Trans Tech Drive : i LENCY
Athens, GA 30601 Check Date 20-Dec-2012 Vendor Number 6830
Involce Invoice Date Description Discount Net Amount
157165 18-Dec-2012 EPA PRIA Fee 0.00 3,617.00
TOTAL 0.00 3,617.00

*Commercial/financial information may be entitled to confidential treatment*

Check Number 571146
Citibank, N.A. 6220
Cne Penn's Way 3
MNew Caslle DE 14720
- MERIAL LIMITED Check Date Check Amount
115 Trans Tech Drive :
Athens, GA 30601 20-Dec-2012 $3,617.00

(706) 548-9202

Pay Three Thousand Six Hundred Seventeen and 00/100 Dollars™*******
L
To The ENVIRONMENTAL PROTECTION AGENCY
o1 Of US BANK GOVERNMENT LOCKBOX 979074
1005 CONVENTION PLAZA SL-MO-C2-GL
ST LOUIS, MO 63197 \\a.tNJ\_s C\m

AMOUNT OMER §10,000.00 REQUIRE TWO SIGNATURES

roooos?iiver S [ omm ol o 215



Plosxe resd instructions on reverse before c¢. gting form. Form Aggmveé____ JMB No, 2070-0080

~ United Stotes Registration OPP ldentifior Numbsr
WEPA Environmental Protection Agency X | Amendment
Washington, DC 20460 Other
Application for Pesticide - Section |
1. Company/Product Number 2. EPA Product Manegor 3. Propossd Clogsificetion
Merial imited/65331-8 Richard Gebkin
4. Compeny/Product (Nams) PMF Nnm D Reticted
CERTISHIELD for doas 10
5. Name end Address of Applicent finciude ZIP Codel 6. Expedited Review. [n sccordance with FIFRA Section 3(c)(3)
o {b}i}, my product is similar or identical in composition and labeling
Meral Limited to:
3239 Satellite Blvd., Duluth, GA 30096 EPA Reg. No.
D Check i this is &8 new oddress Product Name
Section - I
Amondment - Explain below. final printed [abalg in reeponse to
Agency lotter dated

D Resubmilgsion In feeponss to Agency letterdeted D "Me Too" Applicotion.

D Notificetion - Explain batow. D Other - Explain below.

Explanation: Use additional pageis If neceseary. (For zection | and Soction L]
Submission of new acute toxicity studies for CERTISHIELD and an updated Data Matrix

Section - HI

1. Matarial This Product Will Ba Packeged In:

Child-Rasistent Pockaging | Unit Packaging Wator Sokible Packeging 2. Typa of Container

Yoo Yoo - Yas Motaf

X | Plastic
. No . No No Glaos
N . K *Yen" No, por ¥ "Yas" No. per Paper
* Cartiff cation must Unit Packoging wgt, container Package wgt contalner Other {Spacify}
be submitted & Oz, 3and 6 |
3. Location of Net Contents Inlormation 4. Sizels) Ratoil Container 5. Location of Latiel Diroctions
i On Labal
D Labal Container I On Laboling sccomponying product
6. Manner in Which Labal Is Affixed to Product Lithograph Other Printed
gapat ged
tonci

Section - IV

1. Contact Point fComplete frems directly beiow for identification of individual to be contactod, if necessary, to process this sppkcarion.{

Telophene No. {include Areo Code)

Nome Title
Timothy A, Dotson Director, RANPD 678-638-3713

Certification 6. Date Applicetion
| cartify that the statements | heve made on this form and all attachments thareto are trus, eccurata and complete, Recoived
I ocknowledgo thot eny knowingly false or mislesding statoment moy bo punicheblo by fine or imprisonmont or {Stamped}
both under applicable law,
2. Slqnamra () 3. Tio
//‘ Z //""“\ Director, RA NPD
« Typod Narme §. Date
Timothy A. Dotson ;2 /2 ; // 7
EPA Form 8570-1 {Rev. B-84) Previous aditions are obsolate. Whits - EPA Flls Copy {originali Yallow - Applicant Copy
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49027300

Ftimothy A. Dotson
Director

Regulatory Affairs US
Tel: 678-638-3713
Fax: 678-638-3715

KK

- 3239 Satellite Blvd.
December 21, 20 | Duluth, GA 30096
Mr. Richard Gebken el 478 638 3000

Registration Division

Document Processing Desk

Office of Pesticide Proegrams (7504P)
U.S. Environmental Protection Agency
Room $-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202

SUBJECT: CERTISHIELD™ for dogs, EPA Req. No. 65331-8
Submission of New Acute Toxicity Studies and Updated Data Matrix

Dear Mr. Gebken:

Merial is hereby submitting new acute toxicity studies on the final formulation for
CERTISHIELD™ for dogs, EPA Reg. 65331-8, for reevaluation of the ‘labeiing
precautionary statements. Also, foliowing a phone conversation with Marion Johnsan an
18Decl12, we are submitting an alternate Data Matrix which cites data that are not
exclusive-use data, and aside from a single study, are non- compensabl . We are citing
both efficacy and companion animal safety studies, and providing a. ratiorials for

“bridging” the individual companion animal safety studies conductes .with Frontline =
{fipronil) and the ones conducted with permethrin, We are also citing Frortline’ studies =
for efficacy claims related to fipronil (adulticidal claims), and permzthsin studies for o
efficacy claims relating to permethrin, e.g. repellency. Merial anticipates that any =
labeling changes required based on the evaluation of the new acute toxicity studies will =
be undertaken during this review period, with submission of labeling at a later date: - m
Volume 1 of this submission includes a cover letter, copy of the Application form (8570- =
1) and PRIA check, Data Certification form, and new Data Matrix. Volume 2 contains the g
Transmittal Document, Volume 3 contains the justification for bridging fipronil and -
permethrin studies. Three copies of each final study report are also included.
.
Merial anticipates that this submission will have PRIA category R340, AMENDMENT @;@f
REQUIRING DATA REVIEW WITHIN RD (E.G,, CHANGES TO PRECAUTIONARY LABEL
STATEMENTS). This category provides for a 4-month statutory review time. A fee of <
$3,617 is being remitted now in the form of a check payable to the US EPA, A copy of "t
the check is included in this submission.
Thank you for your assistance in this matter. Please call me at 678-638-3713 (emait at \'%’/
Timothy.Dotson@Merial,.com}) if you have any questions regarding this submission. '
Sincerely b / '
1,,_...-\»'*’{’ /\ Ay & }/—\\ i
— 7 &
_— &
Timothy A, Dotéon
Director f s,
Regulatory Affairs NP US %; o

Herial Limited is a company imied by shares registered in Enpland and Walas {registered musmber 3332757) with a registered office at PO Box 327
Santringham House. Sendringham Aveme, Harlow Business Park. Harlow, Essex CH19 S0A. England, ond domeslicated i Detaware, USh as Meral 18, ] 7/



TRANSMITTAL DOCUMENT

Submitter: Merial Limited
3239 satellite Blvd.
Duluth, GA 30096-4640

Regulatory Action: Submission of new Acute Toxicity studies and an updated Data
Matrix for EPA Reg. No. 65331-8

Transmittal bate: December 21, 2012

List of Submitted Volumes:

VOLUME Guideline TITLE : MRID #0.
—

10f8 NA Administrative Materials ‘

20of 8 NA Transmittal Document o o

30f 8 NA Justification for Bridging Cempanion
Animal Safety and Effectiveness Data 49027301
for Fipronil and Permethrin

40of 8 870.1100 ML-3,141,301: Acute Cral Toxicity
Study in the Rat 48027302

5of 8 870.1200 ML-3,141,301: Primary Dermal 49027303
Irritation Study in Rabbits

6 of 8 870.2400 ML-3,141,301: Primary Eye Irritation 48027304
Study in Rabbits

7 of 8 870.2500 ML-3,141,301: Acute Dermal Toxicity 49027305
Study in Rats ‘

Bof 8 870.2600 Delayed Contact Hypersensitivity in
Hartley Guinea Pigs (Buehler Method) 49027306
with ML-3,141,301 [

Company Official:  Timothy A. Dotson “"“'W:ﬂ—%/{ f% //’\-\/ ;2 /2-/' /fj Z

Name Signaturé/Date
-
Company Name: Merial Limited
Company Contact: Timothy A. Dotson 678-638-3713
Name Phcene
Email: timothy.dotson@merial.com
Page 2 of 2
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Form Approved OMB Nos. 2070-0060; 2070-0057; 2070-0107; 2070-0122; 2070-064

*’ﬁ"’g UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
{»« o 1200 Pennsylvania Avenue, N.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The pubtic reporting burden for this collection of informatien is estimated te average {.23 hours per response for registration
and .25 hours per response Yor rerepistration and speciat review activities, inctuding time for reading the instructions and completing the necessary forms. Send
comments regarding burden cstimate or any other aspect of this cottection of information, including suggestions for reducing the burden to: Director, Cotlection
Strategies Division (2822T), LS. Environmental Protection Apency, 1200 Pennsyivania Avenue, NW., Washington, DC 20460. Do not send the complieted form
to this address.

Certification with Respect tp Citation of Data

Applicant's/Regisiran’s Name, Address, and Telephonge Number EPA Registration Number/File Symbaol
Merial Limiled, 3239 Sateliite Bivd, Duluth, GA 30086 65331-8

Agtive Inqredientis) and/or representative lesl compound(s) Date

Fipronil + Permethrin December 21, 2012

General Use Pattern(s) (list all those claimed for this product using 40 CFR Part 158) Product Name

Indoor, non-food use CERTYSHIELD for dogs

NOTE: If your ptoduct is a t00% repackaging of another putchased EPA-regisiered product labeted for all the same uses on your label, you do not need 1o
submit this form. You must submil the Formulator's Exemption Statement (EPA Form 8570-27).

lam responding to a Data-Call-In Notice, and have included wilh this form a list of companies sent offers of compensation (the Data Matrix form shoutd
D be used for this purpose).

SECTION {: METHOD OF OATA SUPPORT (Check one method only)

a lisl of companies sent offers of compensation (the Data Matrix form under the selective method), and have included with this form a
should be used for this purpose). completed list of data requirements (the Dala Matrix form must be
used).

D 1 am uging the cite-all method of suppoert, and have included with this form 1 am using the selective mathed of suppert (or cite-all option

SECT!ON t: GENERAL OFFER TO PAY

[Required if using the cife-all method or when using the cite-all oplion under the selective method {o satisfy one or more data reguiternents|

D I hereby offer and agree to pay compensation, to other persons, with regard to the approvat of this application, o the extent required by FIFRA,

SECTION Itf: CERTIFICATION

| certify thai this application for registration, this form for reregistration, or this Data-Call-tn response is supporied by all data submitied or ciled in the
appiication for registration, the form for reregisiration, or the Data-Call-tn response. tn addilion, if the cite-all option or cite-all option under the selective method is
indicated in Section Y, this application is supported by all dala in the Agency's files that (1) concern the properties or effecis of this product or an identicat or
subsiantially similar product, or one or more of the ingredients in this product; and (2} is a type of data thal would be reguired to be submitted under the data
requirements in effect on the dale of approval of this application if the application sought the initial registeation of a product of identical or similar composition and
uses .

| certify that for each exclusive use study cited in suppert of this registration or reregistration, that | am the criginal data submitter or that | have oblained
the wrillen permission of the original dala submitter to cite that study.

| certify that for each study cited in support of this registration or reregistration that is nol an exclusive use study, sither; (g) { am the original data
submitter; (b} | have obtained the permission of the originat data submilter to use the study in support of this application; {¢) all periods of eligibility for
compensation have expired for the study; (d) the study Is in the pubtic lileralure; or (&) | have notified in writing the company that submitted the study and have
offered {1} to pay compensalion 1o the exient required by sections 3(c){ t)(F} andfor 3(c)(2)(B} of FIFRA; and (i) to commencea negotiations to determing the
amount and terms of compensation, if any, 1o be paid for the use of the study.

| certify 1hal in all instances where an offer of compensation is required, copies of all offets to pay compensation and evidence of their delivery in
accordance with sections 3(c)(t)(F) andfor 3(c)(2)(B) of FIFRA are avaitable and will be submitied to the Agency upon requesl. Should ! fail to produce such
avidence to the Agency upon request, | understand thal the Agency may initiate action to deny, cancel or suspend the tegistration of my product in conformity with
FIFRA.

| cortify that the statements { have made on this form and alf attachments to it are true, accurate, and completo. | acknowledge thatany
knowingly false or misleading statement may be punishablte by fine or imprisonment or both under applicable taw.

signiature Date Typed or Prinled Name ang Title

i BOE i, / / 2 %\ Dec.2t,20t2 | Timothy A. Dolson, Direclor

EPA Form 8570-34 {12- ZOOB/EIectronlc and Paper versions available. Submit only Paper version.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection
of information, including suggestions for reducing the burden to: Director, OPPE information Management Division {2137), U.S. Environmental Protection Agency, 40t M Street, S.W., Washington, OC 20460,

Do not send the form to this address.

DATA MATRIX
Qate December 2t, 2012 EPA Reg No./File Symbol 65331-8 Page tof 8
Applicant's/Registrant's Name & Address Product T
Merial Limited, 3232 Satellite Blvd, Duluth, GA 30096 CERTISHIELD™ for dogs
Ingredient Fipronil + Permethrin
Guideline Reference Number Guideline Study Name MRiD Number Subnitter Status MNote
830.1550 PRCOQUCT IDENTITY AND COMPOSITION 48638301 MERIAL OWN
830,600 EE%%EICI;HON OF MATERIALS USED TO PRODUCE THE 48638302 MERIAL OWN
830.1620 DESCRIPTION CF PRODUCTION PRCOCESS 48638303 MERIAL OWN
830.1650 DESCRIPTION OF FCRMULATION PROCESS 48638302 MERIAL OWN
830.1670 DISCUSSION CF FORMATION OF IMPURITIES 4863830t MERIAL OWN
830. t700 PRELIMINARY ANALYSIS 48638303 MERIAL OWN
830.1750 CERTIFIED LIMHTS 48638301 MERIAL OWN
830.1800 ENFORCEMENT ANALYTICAL METHOO 48638303 MERiAL OWN
UPCN
830.1900 SUBMITTAL CF SAMPLES REQUEST
§30.6302 COLCR ADMIN MERIAL OWN
830.6303 PHYSICAL STATE ADMIN MERIAL CWN
830.6304 ODOR ADMIN MERIAL OWN
STABILITY TC NORMAL AND ELEVATED TEMP, METALS AND
830.6313 METAL 1ONS 48638303 MERIAL CWN
8306314 OXIDATICN/REDUCTION: CHEMICAL COMPATISILITY 48638303 MERIAL CWN
8306315 FLAMMABILITY 48638303 MERIAL OWN
Signature . Name and Title Oate

Timothy A. Dotson, Director, Rag. Affairs US

42 27

EPA For 8570-35 {3-87)fElectronic and Paper versions available, Submit only Paper version,

Agency internal Use Copy
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UNITED STATES ENVIRCNMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTCN, D.C. 20460

Farm Approved OMB No. 2070-0080

Paperwork Reduction Act Notice: The public reparting burden far this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per respanse for
reregistration and spedial review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection
of inforration, including suggestions for reducing the burden to: Directer, OPPE Information Management Bivisian {2 t37), U.S. Environmental Protection Agency, 401 M Street, S.W., Washingten, DC 20460.
Ba pot send the foarm to this address,

DATA MATRIX

Date December 21, 2012 EPA Reg No./File Symbal 65331-8 Page 20f 8
Applicant's/Registrant’s Name & Address Prodwet h
Merial Limited, 3239 Satellite Blvd, Duluth, GA 30086 CERTISHIELC™ for dogs
Ingredient Fipraonil + Pemnethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
830.6316 EXPLODABILITY 48638303 MERIAL OWN
830.6317 STORAGE STABILITY 48638303 MERIAL OWN
830.63t% MISCIBILITY 48638303 MERIAL OWN
830.6320 CORROSION CHARACTERISTICS 48638303 MERIAL OWN
830.6321 DIELECTRIC BREAKBOWN VOLTAGE 48638303 MERIAL OWN
£30.7000 pH ADMIN MERIAL OWN
£30.7050 UVIVISIBLE LIGHT ABSORPTION 48638303 MERIAL OWN
830.7100 VISCOSITY ADMIN MERIAL OWN
830.7200 MELTING POINT/MELTING RANGE 48638303 MERIAL OWN
830.7220 BOILING POINT/BOILING RANGE 48638303 MERIAL oOWwN o 1
830.7300 DENSITY/RELATIVE DENSITY/BULK DENSITY ADMIN MERIAL OWN
830.7370 DISSOCIATION CONSTANTS INWATER 48638303 MERIAL OWN
830.7520 PARTICLE SIZE, FIBER LENGTH, AND DIAMETER DISTRIBUTIDN | 48638303 MERIAL OWN
830.7550
830.7560 PARTITION COEFFICIENT (n-OCTANOL/MWATER} 48638303 MERIAL DWN
g?gon:l?:r: @, r Name and Title Date

— // A De o

Timathy A. Datson, Director, Reg. Affairs US

/zw//z/// .

EPA Form 8578—35{(9-97) Electronic and Paper versians available. Submit only Paper version.

Agency internal Use Copy
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Form Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Sfreet, 5.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notlce: The pubilic reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S, Environmental Protection Agency, 40t M Street, S\W., Washingten, DC 20460,

Do not send the form fo this address.

DATA MATRIX
Date December 21, 2012 EPA Reg No./File Symbol 65331-8 Page 3of 8
Applicant's/Registrant’'s Name & Address Product I
Merial Limited, 3232 Satellite Blvd, Duluth, GA 30096 CERTISHIELD ™ for dogs
Ingredient Fipronil + Permethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
830.7840
830.7860 WATER SDLUBILITY 43638303 MERIAL OWN
830.7950 VAPOR PRESSURE 48638303 MERIAL OWN
NOT APPLICABLE RATIONALE FOR WAIVER REQUESTS 48638303 MERIAL OWN
Signature Name and Title

Timothy A. Dotson, Director, Reg. Affairs US

D
7 Z?ér// P

EPA Fonm 857035 (9-9}.7) Electronic and Paper versions available. Submit only Paper version.

Agency [nternal Use Copy
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Form Approved DMEB No. 2070-0080

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20480

Do not send the form to this address.

Papemor_k Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and (.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20480.

DATA MATRIX
Date December 21, 2012 EFA Reg No.fFile Symbol 65331-8 Page 40of 8
Applicant's/Registrant's Name & Address Product
Meral Limited, 3239 Satellite Bivd, Duluth, GA 30096 CERTISHIELD™ fordogs
|_Ingredient Fipronil + Permethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
£10.3300 PRODUCT PERFORMANCE —~ FLEAS/TICKS 43121114 MERIAL OWN
£10.3300 PRODUCT PERFORMANCE ~ FLEAS/TICKS 43121115 MERIAL QWN
£10.3300 PRQDOUCT PERFORMANCE - FLEAS 43121116 MERIAL OWN
§10.3300 PRCDUCT PERFORMANCE - FLEAS 43121119 MERIAL OWN
§10.3300 PRODUCT PERFORMANCE - FLEAS 43121120 MERIAL OWN
§10.3300 PRODUCT PERFORMANCE -~ FLEAS 43121121 MERIAL OWN
§10.3300 PRODUCT PERFQRMANCE -~ FLEAS/TICKS 43121122 MERIAL OWN
§10.3300 PRODUCT PERFORMANCE - FLEAS 43444901 MERIAL OWN
§10.3300 PRODUCT PERFORMANCE - FLLEAS 43577701 MERIAL QOWN
810.3300 PRODUCT PERFORMANCE -~ FLEAS/TICKS 43577712 MERIAL OWN
810.3300 PRODUCT PERFORMANCE - FLEAS 43577713 MERIAL OWN
§10.3300 PRODUCT PERFORMANCE - FLEAS 43951701 MERIAL OWN
§10.3300 PRODUCT PERFORMANCE - FLEAS 44088201 MERIAL OWN
810.3300 PRODUCT PERFORMANCE - FLEAS 44842011 MERIAL OWN
§10.3300 PRODUCT PERFORMANCE - FLEAS 44942106 MERIAL OWN S
§10.3300 PRODUCT PERFORMANCE - FLEAS 45618501 MERIAL QWN
§10.3300 PRODUCT PERFORMANCE - FLEAS 456206802 MERIAL QOWN
810.3300 PRODUCT PERFORMANCE - FLEAS 45620503 MERIAL OWN
810.3300 PRODUCT PERFORMANCE - FLEAS 45628104 MERIAL QOWN
§10.3300 PRODUCT PERFORMANCE - FLEAS 45628105 MERIAL OWN
§10.3300 PRODUCT PERFORMANCE - FLEAS 45866901 MERIAL QWN
§10,3300 PRODUCT PERFORMANCE - TICKS 43121117 MERIAL QOWN
§10.3300 PRODUCT PERFORMANCE - BATHING 43121118 MERIAL OWN
§10.3300 PRODUCT PERFORMANCE — SARCOPTIC MANGE 45620504 MERIAL OWN
§10.3300 PRODUCT PERFORMANCE ~ SARCOPTIC MANGE 45620505 MERIAL OWN
810.3300 PRODUCT PERFORMANCE — SARCOPTIC MANGE 45620506 MERIAL OWN
Signature 7 3) Name and Title Date
/th //"////1 i ,Z'\ _ ‘ , Fafay //“ 2.
' ; Timothy A. Dotson, Director, Reg. Affairs US

EPA Formm 8570-35 {9-87) Electro?!c and Paper versions available, Submﬁ only Paper version.

Agency [nternal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0050

Do not send the form to this address.

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for regisiration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection
of information, including suggestions for reducing the burden to: Director, OPPE Information Managemeni Sivision (2137}, U.S. Environmental Protection Agency, 401 M Street, 5.W., Washington, DC 20450,

DATA MATRIX
Dale December 21, 2012 EPA Reg No./File Symbol £5331-8 Page 50of 8
Appticant's/Registrant's Name & Address Product
Merial Limited, 3239 Satellite Blvd, Duluth, GA 30088 CERTISHIELD™ for dogs
Ingredient _ Fipronil + Permethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
§10.3300 PRODUCT PERFORMANCE - MITES 43444901 MERIAL OWN
§10.3300 PRODUCT PERFORMANCE - MITES 4357770t MERIAL OWN
§10.3300 PRODUCT PERFORMANCE - MITES 4395170t MERIAL OWN
§10.3300 PRODUCT PERFORMANCE - MITES 45612701 MERIAL OWN
£10.3300 PRODUCT PERFORMANCE - MITES 45620503 MERIAL OWN
810.3300 PRODUCT PERFORMANCE ~ MITES 4586690t MERIAL OWN
§10.3300 PRODUCT PERFORMANCE - LICE 45620501 MERIAL OWN
§10.3300 PRODUCT PERFORMANCE - LICE 45628101 MERIAL OWN
§10.3300 PRODUCT PERFORMANCE - LICE 45628102 MERIAL OWN
§10.3300 PRODUCT PERFORMANCE - LICE 45628103 MERIAL OWN
§10.3300 PRODUCT PERFORMANCE - LICE 45628201 MERIAL OWN
§10.3300 PRODUCT PERFORMANCE — MOSQUITOES 45866902 MERIAL OWN
§10.3300 PRODUCT PERFORMANCE — MOSQUITOES 46019202 MERIAL OWN
§10.3300 PRODUCT PERFORMANCE — MOSQUITOES 48019201 MERIAL OWN
870.7200 COMPANION ANIMAL SAFETY — FIPRONIL 43863802 MERIAL OWN “_
870.7200 COMPANION ANIMAL SAFETY - FIPRONIL 44942104 MERIAL OWN
870.7200 COMPANION ANIMAL SAFETY - FIPRONIL 45143901 MERIAL OWN
§70.7200 COMPANION ANIMAL SAFETY —FIPRONIL 45620507 MERIAL OWN
§70.7200 COMPANION ANIMAL SAFETY — FIPRONIL 45612702 MERIAL OWN
870.,7200 COMPANION ANIMAL SAFETY — PERMETHRIN 41056908 COOPER'S ANMAL HEALTH, INC. OLD
870.7200 COMPANION ANIMAL SAFETY — PERMETHRIN 41953201 COOPER'S ANIMAL HEALTH, INC. OLD
§70.7200 COMPANION ANIMAL SAFETY - PERMETHRIN 4313720t HARTZ MOUNTAIN CORP. QLD
§70.7200 COMPANION ANIMAL SAFETY - PERMETHRIN 43447101 HARTZ MOUNTAIN CORP. OLD
870.7200 COMPANION ANIMAL SAFETY — PERMETHRIN 43396408 ECTO DEVELOPMENT CORP. OLD
810.3300 COMPANION ANIMAL SAFETY - PERMETHRIN 436 12601 ECTO DEVELOPMENT CORP. OLD
Slgnature “m.\_} Name and Title Date
M e ///(2 £ ‘L/\ ‘Timothy A. Dotson, Director, Reg. Affairs US 2f2 {1

EPA Form 8570-35 (9-97) EI?{:lromc and Paper versions available. Submit only Paper version.

Agency Internal Use Copy
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Form Approved OMB No, 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistratioq and sp_eciaz review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this
collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmentai Protection Agency, 401 M Street, S.W., Washington,

DC 20450. Do not send the form to this address.

DATA MATRIX
Date December 21, 2012 EPA Reg No./File Symbol 6533t-8 Page 6of 8
Applicant's/Registrant's Name & Address Product
Merial Limited, 3239 Satellite 8ivd, Duluth, GA 30056 CERTISHIELD™ for dogs
ingredient Fipronil + Permethrin
Guideiine Reference Number Guideline Study Name MRID Number Submitter Status | Note
£10.3300 PRODUCT PERFORMANCE 41038803 COQPER'S ANIMAL HEALTH oLB
£10.3300 PRODUCT PERFORMANCE 43137202 HARTZ MOUNTAIN CORPORATION OLD
£10.3300 PRODUCT PERFORMANCE 41038802 COOPER'S ANIMAL HEALTH oLB
810.3300 PRODUCT PERFORMANCE 43137203 HARTZ MOUNTAIN CORPORATION oLb
§10.3300 PRODUCT PERFORMANCE 43396408 ECTO DEVELOPMENT CORPORATION oLb
810.3300 PRODUCT PERFORMANCE 43396410 ECTO DEVELOPMENT CORPORATION oLb
810.3300 PRODUCT PERFORMANCE 41683903 COOPER'S ANIMAL HEALTH oLb
810.3300 PRODUCT PERFORMANCE 43t tt607 HARTZ MOUNTAIN CORPORATION OoLD
810.3300 PRODUCT PERFORMANCE 43396405 ECTO DEVELOPMENT CORPORATION OLD
810.3300 PRODUCT PERFORMANCE 433084 {0 ECTO DEVELOPMENT CORPORATION OLD
810.3300 PRODUCT PERFORMANCE — BITING FLY 4897890t BAYER HEALTHCARE L.L.C. PAY
810.3300 PRODUCT PERFORMANCE 42256001t COOPER'S ANIMAL HEALTH, INC, oLb
810.3300 PRODUCT PERFORMANCE 433864089 ECTO DEVELOPMENT CORPORATION oLb
810.3300 PRODUCT PERFORMANCE 43396410 ECTO DEVELOPMENT CORPORATION OLD
Signature - Name and Title Date

P L

Timothy A. Dotson, Director, Reg. Affairs US

) a/zz//é”_

EPA Form 857D-35 (9-97) Eletft/nnic and Paper versions available. Submit oniy Faper version,

Agency internai Use Copy
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Form Approved OMB No. 2070-0050

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this cellection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregisiration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection
of inforration, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460,

Do not send the forrn to this address,

DATA MATRIX
Date December 2t, 20t2 EPA Reg No./File Symbol 6523t-8 Page 7 of 8
Applicant’s/Registrant's Name & Address Product
tderial Limited, 3239 Satellite 8lvd, Duluth, GA 30096 CERTISHIELD™ for dogs
Ingredient Fipronil + Pemmethrin
Guideline Reference Number Guideline Study Name MREE Number Submitter Status Note
870.1100 ACUTE ORAL TOXICITY — RAT SUBMIT MERIAL OWN
§70.1200 ACUTE DERMAL TOXICITY ~ RAT SUBMIT MERIAL OWN
§70.1300 ACUTE INHALATION TOXICITY WAIVER
870.2400 PRIMARY EYE IRRITATION — RABSIT SUBMIT MERIAL OWN
§70.2500 PRIMARY DERMAL IRRITATION ~ RABBIT SUBMIT MERIAL OWN
§70.2600 DERMAL SENSITIZATION — GUINEA PIG SUBMIT MERIAL OWN
Signature e Name and Title Date
) e [ 2/,
T % = T Timothy A. Dotson, Director, Reg. Affairs US {4/%4 1«

£PA Fom 857035 (9-97) E/éc:tromc and Paper versions available. Submit only Paper version.

Agency Internal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, SW.
WASHINGTON, D.C. 20460

Form Approved CMB Ne. 2670-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of informalion is estimated to average 0.25 hours per response for registralion activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the insiructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Envircnmental Protection Agency, 401 M Street, SW., Washington, DC 20460,

Do not send the form to this address.

DATA MATRIX
Date December 21, 2012 EPA Reg No./File Symbol 6533t-8 Page Bof§
Applicani's/Registrant's Name & Address Product R
Meria! Limited, 3239 Satellite Bivd, Duluih, GA 30096 CERTISHIELD™ for dogs
Ingredien! Fiproni! + Permethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
40 CFR PART 157, SUBPART B CRISAUE TESTING - 6x (XL) 49000901 MERIAL OWN
40 CFR PART 157, SUBPART B CRISAUE TESTING — 1x (L) 49000902 MERIAL OWN

Signature

Name and Title

Timothy A. Dotson, Director, Reg. Affairs US

/D.?? Zs /’ P

EPA Form 8570-3?’(9—97) Electronic and Paper versions available. Submit only Paper version.

Agency internal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration acfivities and 0.25 hours per response for
reregistration and special review actwities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this callection
of information, including suggestions for reducing the burden to: Girector, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460.

Do not send the form fo this address.

DATA MATRIX
Date December 21, 2012 EPA Reg No./File Symbol 65331-8 Page 1of 8
Applicant's/Reqgistrant's Name & Address Product
Merial Limited, 3239 Satellite Blvd, Duluth, GA 30036 CERTISRIELD ™ for dogs
Ingredient Fipronil + Permethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
UPON
REQUEST
MERIAL OWN o
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL DWN
Signature ' T Name and Title Date
MMWW‘ A 4:;;; & }:ﬁ"’\ ''''' ) '\)x “*r-/‘tlj/[f Zw
i Timothy A. Dotson, Director, Reg. Affairs US ‘

EPA Form 8570-35 {977) Electronic and Paper versions available. Submit only Paper versiorn.

Public File Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review acfivities, including time for reading the instructions and completing the necessary foms. Send comments regarding the burden estimate or any other aspect of this collection
of information, including suggestions for reducing the burden to: Director, OPPE information Management Division (2137), U.S. Environmental Protection Agency, 4Gt M Street, S.W., Washington, DC 20460.

Do not send the form fo this address.

DATA MATRIX
Date December 21, 2012 EPA Reg No./File Symbol 65331-8 Page 2of 8
Applicant'sfRegistrant's Name & Address Product
Merial Limited, 3239 Satellite Blvd, Duluth, GA 30096 CERTISHIELD™ for dogs
Ingredient Fipronil + Pesmethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
Signature . : Name and Title Date
//A-/ - / / P %“‘"\*\m_ . . . /,.c?.. .Zj// Z“‘_
Timothy A. Dotson, Director, Reg. Affairs US

EPA Form 8570-35 (?197} Electrenic and Paper versions available. Submit only Paper version.

Public File Gopy
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Form Approved OMB No. 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of informaticn is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection

of information, including suggestions for reducing the burden to: Birector, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 40t M Street, S.W., Washington, DC 20460,
Do not send the form to this address.

DATA MATREX
Date December 2t, 20t2 EPA Reg No./File Symbol 6533t-8 Page 3of §
Applicant's/Registrant’'s Name & Address Product
Merial Limited, 3239 Satellite Blvd, Duluth, GA 30086 CERTISHIELD™ for dogs
Ingredient Fipronil + Permethrin
Guideline Reference Number Guideline Study Name MRID Number | Submitter Status Note
MERIAL OWN
MERIAL OWN
MERIAL OWN

Signature o ; Name and Title Date
—_— /7///(; .f:‘; o f— /z./Z/// .

Timothy A. Dotson, Director, Reg. Affairs US

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Public Flle Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460.

Do not send the form to this address.

DATA MATRIX
Date December 2t, 2012 EPA Reg No./File Symbol 65331-8 Page 40f 8
Applicant's/Registrant's Name & Address Prodtst
Meriaj Limited, 3239 Satellite 8ivd, Duluth, GA 30096 CERTISHIELD™ for dogs
Ingredient Fipronil + Permethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN | -
MERIAL OWN i
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
Signature Name and Title Date

Timothy A. Qotson, Director, Reg. Affairs US

/x:/;cz// =

EPA Form 8570-35 {9-67) Electronic and Paper versions available. Submit only Paper version.

Public File Copy
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Form Approved OMB No, 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
461 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwoark Reduction Act Notice: The public reporting burden for this collection of information is estimaled to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460,

Do not send the form to this address.

DATA MATRIX
Date December 2t, 20t2 EPA Reg No.fFile Symbol &5331-8 I Page 50f B
Applicant's/Registrant’s Name & Address Product
Merial Limited, 3239 Satellite Blvd, Duluth, GA 30096 CERTISHIELD ™ for dogs
Ingredient Fipronil + Permethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
MERIAL CWN
MERIAL CWN
MERIAL CWN
MERIAL CWN
MERIAL CWHN
MERIAL OWN
MERIAL OWN
MERIAL COWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN
MERIAL OWN I
MERIAL CWN
MERIAL OWN
CODPER'S ANIMAL HEALTH, INC. CLD
COOPER'S ANIMAL HEALTH, INC. CLD
HARTZ MOUNTAIN CORPORATION oL
HARTZ MOUNTAIN CORP. OLD
ECT(O DEVELOPMENT CORP. oLD
ECTO DEVELOPMENT CORP. OLD
Signature R Z p & Name and Title Date
B : ff/i < MM\ Timothy A. Dotson, Director, Reg. Affairs US /z?/z//(

EPA Form 8570-35 7—9?) Electronic and Paper versions availa

ble. Submit only Paper version.

Publlc Flie Copy
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Form Approved OMB No. 2070-0080
UNITED STATES ENVIRONMENTAL. PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reductton Act Notlce: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0,25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, OC 20480.
Do not send the form to this address.

DATA MATRIX
Date December 21, 2012 EPA Reg No./File Symbol 65331-8 Page Gof 8
Applicant's/fRegistrant's Name & Address Product
Merial Limited, 3239 Satellite Blvd, Duluth, GA 30086 CERTISHIELD™ for dogs
tngredient Fipronil + Permethrin
Guideline Reference Number Guideline Study Name | MRID Number Submitter Status { Note

COOPER'S ANtMAL HEALTH OLD

HARTZ MOUNTAIN CORPORATION OLD

COOPER'S ANtMAL HEALTH OLD

HARTZ MOUNTAIN CORPORATION OLD

ECTO DEVELOPMENT CORPDRATION OLD

ECTO DEVELOPMENT CORPORATION oLD

COOPER’S ANIMAL HEALTH OLD

HARTZ MOUNTAIN CORPDRATION OLD
ECTO DEVELOPMENT CORPORATION OLD

ECTO DEVELOPMENT CORPORATION oLD

BAYER HEALTHCARE L.L.C. FAY

COOPER’S ANIMAL HEALTH, INC. oLD

ECTO DEVELOPMENT CORPORATION OLD

ECTO DEVELOPMENT CORPORATION OLD

Signature ) ., Name and Title Date
T ,»-///‘\ Lo [ r2/2 /0

o ~ Timothy A. Dotson, Director, Reg. Affairs US

EPA Form 85;?]-35 {8-87) Electronic and Paper versions available. Submit only Paper version. Pubtic File Copy
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Fonm Approved OMB No, 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W,
WASHINGTON, D.C. 20460

Paperwork Reductlon Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and .25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection
of information, inciuding suggestions for reducing the burden to; Director, OPPE Information Management Division (2137}, U.S, Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460.
Do not send the form to this address.

DATA MATRIX

Date December 21, 2012 EFA Reg NoJFile Symbol 65331-8 Page 7 of 8
Applicant’s/Registrant's Name & Address Product
Meriai Limited, 3239 Satellite Blvd, Duluth, GA 30088 CERTISHIELO™ for dogs
Ingredient Fipronil + Pemmethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note

MERIAL OWN

MERIAL OWN

WAIVER

MERIAL OWN

MERIAL OWN

MERIAL OWN .
Signature / o~ Name and Title Date ] )

Lo g / / 1 /j “ Z TN Timothy A. Dotson, Director, Reg. Affairs US /‘2]/ z/// S
EPA Form 8570-7 (9-97) Electronic and Paper versions available. Submit only Paper version. Pubiic File Copy
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Form Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this callection of information is estimated to average 0.25 hours per response for regisiration activities and 0.25 hours per response for
reregistration and special review aclivities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimale or any other aspect of this collection
of information, including suggestions for reducing the burden to: Director, GPPE Informalion Management Division (2137), U.S. Environmental Protection Agency, 401 b Street, S.W., Washington, DC 20460.

Do not send the form to this address.

DATA MATRIX
Dale December 21, 2012 EPA Reg No.File Symbol 65331-8 Page 8of 8
Applicant's/Registrant's Name & Address Product
Merial Limited, 3239 Satellite Blvd, Duluth, GA 30096 CERTISHIELD™ for dogs
ingredient Fiproni + Permethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
MERIAL OWN
MERIAL OWN

Signature
e

Name and Title

Timothy A. Dotson, Director, Reg. Affairs US

EPA Form 8570-35/(9-97} Electronic and Paper versions availzble. Submit anly Paper version.

Public File Copy
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S, UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

.
T

"th{g}ﬁ &.ﬁg&
&
e

E2
)
i,
W g

OFFICE OF
PREVENTHON, PESTICIDES
AND TOXIC SUBSTANCES

August 3, 2012
Certified Mail: 7008 3230 6000 9482 3340

Timothy (Tim} A. Dotson, Director
Regulatory Affairs US

Merial Limited

3239 Satellite Boulevard, Building 500
Duluth, GA 30096-4640

Subject: Meeting of June 13 2012, discussing a proposal to self certify another packaging design other than
the Frontline Packaging similar to the FRONTLINE® Plus For Dogs, EPA Reg. No. 65331-3 which was
utilized for purposes of registration of EPA Reg. No. 65331-8.

Product Name: Tradename for Dogs

EPA registration No.: 65331-8.

Dear Mr. Dotson;

The Agency has reviewed and discussed Merial’s Child Resistant Packaging (CRP) self certification
proposal presented at the June 13, 2012 meeting at the Office of Pesticide Program’s Offices. The Agency
cannot accept this proposal, and have determined that additional data will be required per the documentation
written by Rosalind Gross (attached). This documentation does not consider any other variant fill weights,
or unit packaging than those presented at the June 13, 2012 mecting. Such variants may require additional
CRP and/or Companion Animal Safety Studies (CASS) to adequately address the data requirements. When
conducting CRP packaging testing, please follow the guidance document attached with this letter. Since
these studies are not part of the conditions of registration, they must be submitted in accordance with the
Pesticide Registration Improvement Act (PRIA), which is part of the Federal Insecticide, Fungicide and
Rodenticide Act as amended (FIFRA).

Regards,

bt f Lbk
Richard J. Gebken
Product Manager PM10
Office of Pesticide Programs

Attachment: Rosalind Gross memo entitled “EPA Registration Number 65331-8 Additional Data Requirements Per June 13,
2012 Meeting with Merial”
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C, 20460

OFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES

August 3, 2012
Certified Mail: 7008 3230 0000 9482 3340

Timothy (Tim}) A. Dotson, Director
Regulatory Affairs US

Merial Limited

3239 Satellite Boulevard, Building 500
Duluth, GA 30096-4640

Subject: Meeting of June 13 2012, discussing a proposal to self certify another packaging design other than
the Frontline Packaging similar to the FRONTLINE® Plus For Dogs, EPA Reg. No. 65331-5 which was
utilized for purposes of registration of EPA Reg. No. 65331-8.

Product Name: Tradename for Dogs

EPA registration No.: 65331-8.

Dear Mr. Dotson;

The Agency has reviewed and discussed Merial’s Child Resistant Packaging (CRP) self certification
proposal presented at the June 13, 2012 meeting at the Office of Pesticide Program’s Offices. The Agency
cannot accept this proposal, and have determined that additional data will be required per the documentation
written by Rosalind Gross (attached). This documentation does not consider any other variant fill weights,
or unit packaging than those presented at the June 13, 2012 meeting. Such variants may require additional
CRP and/or Companion Animal Safety Studies (CASS) to adequately address the data requirements. When
conducting CRP packaging testing, please follow the guidance document attached with this letter. Since
these studies are not part of the conditions of registration, they must be submitted in accordance with the
Pesticide Registration Improvement Act (PRIA), which is part of the Federal Insecticide, Fungicide and
Rodenticide Act as amended (FIFRA).

Regards,

Coboc 1Ll

Richard 7. Gebken
Product Manager PM10
Office of Pesticide Programs

Attachment: Rosalind Gross memo entitled “EPA Regisiration Number 6533 1-8 Additional Data Requirements Per June 13,
2012 Meeting with Merial”
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EPA Registration Number 65331-8
Additional Data Requirements

Per June 13, 2012 Meeting with Merial

EPA Registration Number 65331-8 is currently registered as a single pipette (1x)
hanging card and a 3x and 6x blister card. The single pipette (1x) is the same shape
and style green pipette and hanging card as is used on Frontline Plus EPA Registration
Number 65331-5. The 3x and 6x blister card has the same shape and style green
pipette and blister packaging as is used on Frontline Plus EPA Registration Number
65331-5.

At a June 13, 2012 meeting Merial indicated they are not currently marketing this
package. Merial stated they want {o market the productin a 1, 2, 4, and 6 ml filled
pipette with a single chamber resembling the two chamber pipette used for EPA
Registration Number 65331-7. Furthermore, they want these pipettes to be in the same
pouches used for EPA Registration Number 65331-7 and to be sold as a 1x, 3x, and 6x
size package. EPA Registration Number 65331-7 pipette sizes are 1.07mi, 2.14ml,
4.28ml, and 6.42ml. It was agreed at the meeting that the differences in the pipette and
pouch used for 65331-7 versus the ones o be used for 65331-8 would require
additional CRP test data. The test data would need to include at a minimum the
following:

e Child-Resistant Effectiveness test for 4mi size pipette filled with water in a single
pouch with the same Senior Adult Effectiveness (SAUE) directions used in
testing EPA Registration Number 656331-7

e Senior Adult Effectiveness test for 4ml size pipette filled with water in a single
pouch with the same Senior Adult Effectiveness (SAUE) directions used in
testing EPA Registration Number 65331-7

» Child-Resistant Effectiveness test for 6ml size pipette filled with water as two
"three pouch cards” (6x) with the same Senior Adult Effectiveness (SAUE)
directions used in testing EPA Registration Number 65331-7

o Senior Adult Effectiveness test for 6ml size pipette filled with water as two “three
pouch cards” (6x) with the same Senior Adult Effectiveness (SAUE) directions
used in testing EPA Registration Number 65331-7

The additional data was conditionally limifed to the 4 aforementioned studies,
provided the results were not marginal passes per 16 CFR 1700.15(b) and
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1700.20. If the resulis were marginal passes per 16 CFR 1700.15(b) and 1700.20
more testing could be required. Merial is not marketing the product under its
currently approved packaging (resembling Frontline Plus, EPA Registration Number
65331-5). The new packaging (1, 2, 4, and 8 mi filled pipette with a single chamber
in a pouch resembling the two chamber pipette and pouch used for EPA Registration
Number 65331-7} should be evaluated as a replacement package not as an
additional/alternate package. This would mean that EPA Registration Number
65331-8 could not be marketed in a package (resembling Frontline Plus, EPA
Registration Number 65331-5).
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RE: Completed PRIA Action: Label for 65331-8 (-1 -) I3
Bonaventurs Akiniosotu to: Timothy.Dotson 05/15/2012 10:43 AM
Cc: Marion Johnson, Richard Gebken, Kimberly Nesci

History: This message has been replied to.

Piease see attached, and respond to acknowledge receipt. Qriginal copy was sent via USPS.

[Untitledl.pdf

Thanks, B.A

From: <Timothy.Dotson@Merial.com:

To: Bonaventure Akinlosot/DC/USEPA/USEEPA

Cc Richard Gebken/DC/USEPA/US@EPA, Marion Johnson/DC/USEPA/US@EPA
Date: 05/14/2012 02:53 PM

Subject: RE: Completed PRIA Action: NOR for 65331-8 (- 1)

Thank you for the approval letter. We appreciate all your help.

Timothy {Tim) A. Dotson
Director
Regulatory Affairs US
Merial Limited
Ph 678.638.3713
Cell 404.395.2420
Fax 678.638.3715
"Confidential Business Information”
The attached file contains confidential business information.
You are responsible for maintaining the confidentiality of this information
if copying, printing or further dissemination of this document occurs.

From: Bonaventure Akinlosotu [mailto:Akinlosotu.Bonaventure@epamail.epa.gov]
Sent: Friday, May 11, 2012 1:23 PM
Fo: Dotson, Timothy AH/US

Cc: Richard Gebken; Marion Johnson
Subject: Completed PRIA Action: NOR for 65331-8 (-1-)

See attached and respond to acknowledge receipt:

(See attached file: [Untitled].pdf)

Please note that the 18 page stamped label {marked up as indicated in NOR) will be sent via
USPs.

Thanks, B.A.
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Bonaventure Akinlosotu, PhD

Regulatory Scientist

U.S. Environmental Protection Agency

Office of Chemical Safety and Pollution Prevention
OPP/RD (Mail Code: 7505P)

1200 Pennsylvania Avenue, NW

Washington, DC 20460

703-605-0653
akinlosotu.bonaventure@epa.qov

This email may contain material that is confidential,
privileged, and/ or work product for the sole use of the
intended recipient. Any review, reliance, distribution by
others, or forwarding without express permission is strictly
prohibited. If you are not the intended recipient please
contact the sender and delete all copies.

¥ ---05/09/2012 09:46:40 AM---Bonaventure, Please find attached the revised label for
Tradename for dogs, EPA Reg. 65331-1. The Ma

From: <Timothy.Dotson@Merial.com>

To: Bonaventure Akinlesotu/DC/USEPA/US@EPA
Date: 05/05/2012 09:46 AM

Subject: EPA Reg No 65331-1; Tradename for Degs

Bonaventure,

Please find attached the revised label for Tradename for dogs, EPA Reg. 65331-1, The Master
text label has been revised tc more closely mimic the “me-too” reference product, Effitix
Topical Solution for Dogs, EPA Reg. No. 2382-187. The atiached Master label (dated
05/09/2012) supersedes the label submitted in the initial application (dated 10/06/11}.
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Timothy {Tim) A, Dotson
Director
Regulatory Affairs US
Merial Limited
Ph 678.638.3713
Cell 404.395.2420
Fax 678.638.3715
"Confidential Business Information”
The attached file contains confidential business information.
You are responsible for maintaining the confidentiality of this
information if copying, printing or further dissemination of this
document occurs.

———————————————————————————————————————————————————————— This e-mail and any files
transmitted with it are confidential and intended solely for the use of the
individual or entity to whom they are addressed. If you have received this
e-mail in error please notify the system manager: postmaster@merial.com
This e-mail and its attachments have been scanned for the presence of
computer viruses, however it is always advisable to run a virus check on
e-mails and attachments before opening them.
~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ [attachment "Revised
Final FLARE Master label 09May12 supercedes 060cti1l.docx" deleted by
Bonaventure Akinlosotu/DC/USEPA/US]
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Page [ of 4

Re: Completed PRIA Action: Label for 65331-8 (-1 -)
Timothy.Dotson :

io:

Richard Gebken

05/15/2012 02:05 PM

Hide Details

From: <Timothy.Dotson@Merial.com>

To: Richard Gebken/DC/USEPA/US@EPA

History: This message has been replied to.
2 Attachments

graycol.git 1F176615.gif

Richard,
I'm traveling today and will be back in the office on Thursday. Can | call you then?

Tim

Sent from my BlackBerry Wireless. Handheld

From: Richard Gebken <Gebken.Richard@epamail.epa.gov>

To: Dotson, Timothy AH/US

Cc: Bonaventure Akinlosotu <Akinlosotu.Bonaventure@epamail.epa.gov>; Rosalind Gross
<Gross.Rosalind@epamail.epa.gov>

Sent: Tue May 15 11:13:40 2012

Subject: RE: Completed PRIA Action: Label for 65331-8 (- I -)

Timothy,

Roz brought up what may be an issue with this label that we may need to discuss.

Has the specific instructions for how to open the package changed from the original testing instructicns for the
senior testing?

If s0, was this pointed out when the revision was made?

file://C:\Documents and Settings\rgebken\Local Settings\Temp\notes87944B\~web6577.htm  6/28/2012
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She indicates that the information is different.

Richard Gebken

" Bonaventure Akinfosotu---05/15/2012 10:43:27 AM-—-Please see attached, and respond to acknowledge
receipt. Original copy was sent via USPS. Thanks,

From: Bonaventure Akinlosotu/BC/USEPAMIS

To: <Timothy.Dotson@iMerial corms=

Cc: Marion Johnson/DCAISERAMIS@ERA, Richard Gebken/DCIUSEPA/US@ERA, Kimberly Nescl/DCIUSEPAJUS@EPA
Date: 05/15/2012 10:43 AM :

Subject RE: Completed PRIA Action: Label for 65331-8 (-1-)

Please see attached, and respond to acknowledge receipt. Original copy was sent via USPS.

{See attached file: [Untitled] pdf)

Thanks, B.A

T --05/11/2012 02:53:03 PM--Thank you for the approval letter. We appreciate all your help. Timothy {Tim) A.
Dotson

From: <Timothy.Botson@Merial.com>

To: Bonaventure Akinlosotu/DCIUSERPANUSEEPA

Cc: Richard Gebken/DC/USEPAUS@ERA, Marion Johnson/DC/USERPAUSEEPA
Date: 05/11/2012 02:53 PM

Subject: RE: Completed PRIA Action: NOR for 65331-5 (- 14

Thank you for the approval letter. We appreciate all your help.

Timothy {(Tim) A. Potsen
Director

Regulatory Affairs US
Mertal Limited

Ph 678.638.3713

Cell 404.395.2420

Fax 678.638.371%
"Confidential Business Information"
The attached file contains confidential business information.
You are responsible for maintaining the confidentiality of this information if copying,
printing or further dissemination of this document occurs.

From: Bonaventure Akinlosotu [ mailto; Akiniosotu. Bonaventure@enamail.epa.gov]
Sent: Friday, May 11, 2012 1:23 PM

Fo: Dotson, Timothy AH/US

Cc: Richard Gebken; Marion Johnson

Subject: Completed PRIA Action: NOR for 65331-8 (-1 -)

file://C:\Documents and Settings\rgebken\Local Settings\Temp\notes87944B\~web6577.htm  6/28/2012
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See attached and respond to acknowledge receipt:

(See attached file: [Untitled]. pdf)

Please note that the 18 page stamped label {(marked up as indicated in NOR) will be sent via USPS.

Thanks, B.A,

Bonaventure Akinlosotu, PhD

Regulatory Scientist

U.5. Environmental Protection Agency

Office of Chemical Safety and Pollution Prevention
OPP/RD (Mail Code: 7505P)

1200 Pennsylvania Avenue, NW

Washington, DC 20460

703-605-0653
akinlosotu.bonaventure@epa.qov

This email may contain material that is confidential, privileged,
and/ or worlk product for the sole use of the intended recipient.
Any review, reliance, distribution by others, or forwarding
without express permission is strictly prohibited, If you are not
the intended recipient please contact the sender and delete alf
copies,

---05/09/2012 09:46:40 AM---Bonaventure, Please find attached the revised label for
Tradename for dogs, EPA Reg. 65331-1. The Ma

From: <Timothy.Dotson@Merial.com>

To: Bonaventure Akinlosotu/DC/USEPA/US@EPA
Date: 05/09/2012 09:46 AM

Subject: EPA Reg No 65331-1; Tradename for Dogs

file://C:\Documents and Settings\rgebken\Local Settings\Temp\notes87944B\~web6577.him  6/28/2012



Page 4 of 4

Bonaventure,

Please find attached the revised label for Tradename for dogs, EPA Reg. 65331-1. The Master text
label has been revised to more closely mimic the “me-too” reference product, Effitix Topical
Scolution for Dogs, EPA Reg. No. 2382-187, The attached Master label (dated 05/09/2012)
supersedes the label submitted in the initial application (dated 10/06/11}).

Timothy {Tim) A. Dotson
Director
Regulatory Affairs US
Merial Limited
Ph 678.638.3713
Cell 404.395.2420
Fax 678.638.3715
“Confidential Business Information”
The attached file contains confidential business information.
You are responsible for maintaining the confidentiality of this information
if copying, printing or further dissemination of this document occurs.

~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ This e-mail and any files
transmitted with it are confidential and intended solely for the use of the individual
or entity to whom they are addressed. If you have received this e-mail in error
please notify the system manager: postmaster@merial.com This e-mail and its
attachments have been scanned for the presence of computer viruses, however it
is always advisable to run a virus check on e-mails and attachments before
opening them. —rrrrrer o e e e e e [attachment
"Revised Final FLARE Master label 09May12 supercedes 060ctl1.docx" deleted by
Bonaventure Akinlosotu/DC/USEPA/US]

file://C:\Documents and Settings\rgebkeniLocal Settings\Temp\notes87944B\~web6577. htm  6/28/2012
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RE: Completed PRIA Action: Label for 65331-8(-1-)
Timothy.Dotson

to:

Richard Gebken

05/17/2012 11:44 AM

Ce:

Bonaventure Akinlosotu, Rosalind Gross

Hide Details

From: <Timothy.Dotson@Merial.com>

To: Richard Gebken/DC/USEPA/US@EPA

Cc: Bonaventure Akinlosotw/DC/USEPA/US@EPA, Rosalind Gross/DC/USEPA/US@EPA

image001.gif image002.gif Revised Final FLARE Master label 17May12 supercedes 060ct] 1 TC.docx

Richard,

I betieve I found the inconsistency for instructions for opening the singie-dose pipette and have
corrected it. Also, I'm providing comments in track changes for your consideration. Once we have
agreement I will send vou a “clean” copy.

Timothy (Tim) A. Dotson
Director
Reguiatory Affairs US
Merial Limited
Ph 678.638.3713
Cell 404.395.2420
Fax 678.638.3715
"Confidential Business Information”
The attached file contains confidential business information.
You are responsible for maintaining the confidentiality of this information if
copying, printing or further dissemination of this document occurs.
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From: Richard Gebken [mailto:Gebken.Richard@epamail.epa.gov]
Sent; Tuesday, May 15, 2012 11:14 AM

To: Dotson, Timothy AH/US

Cc: Bonaventure Akinlosotu; Rosalind Gross

Subject: RE: Completed PRIA Action: Label for 65331-8 (- I -)

Timothy,

Roz breught up what may be an issue with this label that we may need to discuss.
Has the specific instructions for how to open the package changed from the original testing instructions for the

senior testing?
If so, was this pointed cut when the revision was made?

She indicates that the information is different.

Richard Gebken

" Bonaventure Akinlosotu---05/15/2012 10:43:27 AM---Please see attached, and respond to acknowledge
receipt. Original copy was sentvia USPS, Thanks,

From: Banaventure Akinlosoli/QC/USEPAMIS

Ce: Marion Johnsan/DCIUSEPA/US@EPA, Richard Gebken/DCIUSEPA/US@ERA. Kimberly NesciOCIUSEPAIS @EPA
Date: 05/15/2012 10:43 AM
Subject; RE: Completed PRIA Action: Labe! for 6533 (-8 (- 1-}

Please see attached, and respond to acknowledge receipt. Original copy was sent via USPS.
(See attached file: [Untitled] pdf)

Thanks, B.A

7 -05/11/2012 02:53:03 PM---Thank you for the approval letter, We appreciate all your help. Timothy (Tim) A.
Dotson

From: <Timalhy, Dotsen@Merial.com>

Tor Bonavenlure Akinlosol/DC/USERPAMUS @EPA

Cc: Richard Gebken/DCASERPA/US@ERA, Marion Johnson/DC/USERPA/US@ERA
Date: 05/1 /2012 02:53 PM

Subiect RE: Compleled PRIA Action: NOR for 65331-8 {1}

Thank you for the approval letter. We appreciate all your help.

Timoethy {(Tim) A. Dotson
Director
Regulatory Affairs US
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Merial Limited

Ph 678.638.3713

Cell 404.395.2420

Fax 678.638.3715

“"Confidential Business Information"
The attached file contains confidential business information.
You are responsible for maintaining the confidentiality of this information if copying,
priniing or further dissemination of this document occurs.

From: Bonaventure Akinlosotu [mailto:Akinlosotu.Bonaventure@epamail.epa.gov]
Sent: Friday, May 11, 2012 1:23 PM

To: Dotson, Timothy AH/US

Cc: Richard Gebken; Marion Johnson

Subject; Completed PRIA Action: NOR for 65331-B{-1-)

See attached and respond to acknowledge receipt:

(See attached file: [Untitled].pdf)

Please note that the 18 page stamped label {marked up as indicated in NOR) will be sent via USPS.

Thanks, B.A.

Bonaventure Akinlosotu, PhD

Regulatory Scientist

U.S. Environmental Protection Agency

Office of Chemical Safety and Pollution Prevention

OPP/RD (Mail Code: 7505P) ,
1200 Pennsylvania Avenue, NW

Washington, DC 20460

703-605-0653

This email may contain material that is confidential, privileged, and/
or work product for the sole use of the intended recipient. Any

-review, reliance, distribution by others, or forwarding without
express permission is strictly prohibited. If you are not the intended
recipient please contacl the sender and delete all copies.

¥ ---05/09/2012 09:46:40 AM---Bonaventure, Please find attached the revised label for
Tradename for dogs, EPA Reg. 65331-1. The Ma

To: Bonaventure Akinlosotu/DC/USEPA/US@EPA
Date: 05/09/2012 09:46 AM
Subject: EPA Reg No 65331-1; Tradename for Dogs
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Bonaventure,

Please find attached the revised label for Tradename for dogs, EPA Reg. 65331-1. The Master text
label has been revised to more closely mimic the "me-too” reference product, Effitix Topical
Solution for Dogs, EPA Reg. No. 2382-187. The attached Master label (dated 05/08/2012)
supersedes the label submitted in the initial application (dated 10/06/11).

Timothy (Tim) A. Dotson
Director
Regulatory Affairs US
Merial Limited
Ph 678.638.3713
Cell 404.395.2420
Fax 678.638.3715
"Confidential Business Information”
The attached file contains confidential business information.
You are responsible for maintaining the confidentiality of this information
if copying, printing or further dissemination of this document occurs.

~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ This e-mail and any files
transmitted with it are confidential and intended solely for the use of the individual
or entity to whom they are addressed. If you have received this e-mail in error
please notify the system manager: postmaster@merial.com This e-mail and its
attachments have been scanned for the presence of computer viruses, however it
is always advisable to run a virus check on e-mails and attachments before
opening them. ~reemrmrm oo e e e [attachment
"Revised Final FLARE Master label 09May12 supercedes 060ctl1.docx" deleted by
Bonaventure Akinlosotu/DC/USEPA/US]
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